
www.vennershipley.co.uk

1

Inside IP
Spring/Summer 2021Venner Shipley’s Intellectual Property Magazine

European Intellectual 
Property Attorneys

IP audits: What? When? 
And why?

PAGE 16

New EPO Guidelines: Just 
the Antidote for Antibody 
Patents in Europe 
PAGE 42

Changes to UK Trade 
Mark Practice (the Brexit 
Effect)
PAGE 10

Summary of Enlarged Board of Appeal 
decision G1/19 (Pedestrian Simulation) 

PAGE 39



What’s inside?
Page 4 Parallel imports into the UK and 
the EU after Brexit
Mechthild Liebelt discusses keys considerations for 
companies importing and exporting IP protected 
goods into the UK and EU post Brexit.

Page 6 Cell and Gene Therapy Boom in 
the UK
Kirsty Simpson highlights some great stats and key 
considerations for the cell and gene therapy industry 
in the UK.

Page 8 IT’S LIKE MILK, BUT MADE FOR 
HUMANS
Gloria Parmesan discusses Oatly’s controversial 
slogan and why the EUIPO refused the EU trade mark 
application.

Page 10 Changes to UK Trade Mark 
Practice (the Brexit Effect)
Yoann Rousseau provides a number of dates to be 
aware of and different rules in place for a limited 
period of time, even though the Brexit transition 
period has technically ended.

Page 12 EPO embraces VICO
Tim Russell looks at how the EPO has adapted to the 
“new normal”. Is videoconferencing here to stay?

Page 14 A Round-up of recent Decisions 
from the Boards of Appeal at the EPO
Henry Aldridge and Nick Burrow cover the important 
decisions over the last six months.

Page 16 IP Audits: What? When? and 
Why?
Thinking about getting an IP audit? Gary Whiting and 
Christopher Dunleavy cover what to expect and how 
to get the best out of the process.

Page 18 Post Brexit – UK Supplementary 
Protection Certificates Update
Following the UK’s exit from the European Union 
(EU), we now have UK SPCs but with some important 
differences to the former arrangements, explained by 
James Tumbridge and David Pountney.

Page 21 Protection of medical devices in 
Europe
George Hudson and Henry Aldridge explain the key 
components of the European Patent Convention.

Page 24 New regimes for protecting trade 
marks, designs, geographical indications, 
and plant variety rights in the UK post 
Brexit and for recording IP rights with UK 
Customs
David Birchall discusses the new regimes post Brexit.

Page 26 Sufficiency – From transgenic 
mice to a chocolate teapot
Sian Gill discusses the Regeneron v Kymab UK 
Supreme Court decision and why it is an important 
reminder for all practitioners.

Page 28 Ever Heard of Software 
Forensics?
Michael Fischer explores the importance of software 
forensics.

Page 30 New EPO Guidelines – 1 March 
2021
Kathryn Rose and Sophie Newgas have summarised 
the updated version of the Guidelines for Examination 
at the EPO.

Page 34 Are solid-state batteries the 
solution to liquid electrolytes
Jack Rogan discusses battery electric vehicles and 
fuel cell electric vehicles, the two major technologies 
competing to be the vehicle that drives us into the 
future.

Page 36 Connected Vehicles - New 
regulatory guidance highlights the 
importance of data protection laws in the 
design process
Robert Peake provides insight into the data protection 
laws in the automotive design process.

Page 39 Summary of Enlarged Board 
of Appeal decision G1/19 (Pedestrian 
Simulation)
Pawel Piotrowicz, Jan Walaski, Richard Kennedy and 
Peter Thorniley discuss G1/19.

Page 42 An antidote to antibody patent 
confusion in Europe
Anton Hutter and Matthew Handley provide a 
summary of the new EPO guidelines on antibody 
patents in Europe.

2



www.vennershipley.co.ukwww.vennershipley.co.uk

A word from the editor

About Venner Shipley:

We are an innovative intellectual property firm based in Europe. Our 
firm has a long history and a vast amount of experience in relation to 
all aspects of intellectual property. 
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While COVID-19 has continued to dominate the headlines across the world, 
there has been plenty going on in the world of IP as well. Clearly, no recent 
Inside IP would be complete without Pav Piotrowicz covering the recent 
decision in the G1/19 EBA referral on page 39. Don’t forget to check out our 
G1/19 hub on our website!

The new EPO Guidelines which came into force on 1 March 2021 are covered 
on page 30. On page 42 my colleagues in our chemical and life sciences team 
have a closer look at antibody-related patent claims (G-II-5.6). This is the first 
time the EPO has issued guidance in this area.

My new colleague Kirsty Simpson looks at the boom in cell and gene therapy as the UK is 
establishing itself as a hub for the development of advanced therapeutics using gene or cell 
therapy. Sian Gill takes a look at sufficiency in the light of the Regeneron v Kymab decision, 
and George Hudson and Henry Aldridge look at the challenges of protecting medical devices in 
Europe in the light of Article 53(c) EPC. 

COVID-19 has brought about procedural changes and advances in technology and my colleague 
Tim Russell provides an update on the EPO embracing VICO.

All things automotive is another focus with my colleague Rob Peake in our legal team exploring 
connected vehicles and the importance of data protection laws in the design process, and Jack 
Rogan provides a discussion on solid-state batteries.

We have recently been inundated with IP Audits, so check out the What? When? and Why? article 
by my colleagues Gary Whiting and Chris Dunleavy. 

Brexit is also still a topic after the UK has formally left the EU. Whilst it’s been business as usual 
for our trade mark and design attorneys in the UK and in Germany, there are some changes we 
are setting out across four articles covering parallel imports into the UK and the EU (Mechthild 
Liebelt), changes to UK trade mark practice (Yoann Rousseau), UK Supplementary Protection 
Certificates Update (James Tumbridge & David Pountney), as well as new regimes for protecting 
trade marks, designs, geographical indications and plant variety rights (David Birchall). 

A big thank you to all our contributing authors, and I hope you find something of interest! 

Staying connected is of the upmost importance to us so please reach out if you have any 
suggestions, questions or ideas for future content. I am, together with my colleagues across the 
UK and Germany, as always, only an email away.

Simon Taor
Partner

https://www.vennershipley.co.uk/insights-events/topic/g1-19/


Parallel imports into 
the UK and the EU after 
Brexit
Parallel trade is the import and export of genuine intellectual property 
protected goods. Parallel trade occurs when the intellectual property rights 
to these goods have been "exhausted". That is, they have been put on the 
market within a certain territory by or with the permission of the rights holder. 
Exhaustion of intellectual property rights means that the intellectual property 
rights cannot be used to prevent further distribution or resale of those goods.

The goods have been manufactured 
by or under licence from the trade 
mark owner and are therefore not 
counterfeits, but they may have been 
manufactured or packaged for a 
particular territory of distribution and 
are imported into another territory 
contrary to the trade mark owner's 
intention.

Intellectual property exhaustion refers 
to the extent to which an intellectual 
property rights holder can control 
the distribution of its branded goods. 
Under the concept of exhaustion, 
once an intellectual property rights 
holder has sold a product to which 
its intellectual property rights are 
attached into a particular territory of 
distribution, it must allow the resale 
of that product in that territory of 
distribution. The trade mark rights 
covering the product are said to have 
been "exhausted" by the first sale.
After the UK's withdrawal from the 
EU, Union law continued to apply in 
the UK until 1 January 2021. 

Thus, products in which intellectual 
property rights exist could previously 
be imported from the UK into the 
other EU and EEA (EU + Iceland, 
Liechtenstein, Norway) states 
according to the exhaustion principle 
without infringing trade mark, design, 
patent or other intellectual property 
rights. 

If a product legally protected in the 
EEA is placed on the market outside 
the EEA by the manufacturer, it 
may not be distributed in the EEA 

without the manufacturer's consent. 
The manufacturer may prohibit the 
distribution of its products on the 
basis of its intellectual property rights 
if it has placed the products on the 
market outside the EEA and they were 
not intended for countries in the EEA.
Within the EEA, the principle of 
exhaustion means that once the right 
holder has given consent to place the 
intellectual property protected goods 
on the market, they cannot revoke 
it. Once the protected goods have 
been placed on the EEA market by the 
intellectual property rights holder, or 
with their consent, they can no longer 
prohibit the further distribution of 
those goods within the EEA.

Thus, a product bearing a trade mark, 
for example, can be resold within the 
EEA without the consent of the trade 
mark right holder and can therefore 
be imported into another country 
within the EEA. 

The UK left the EU on 31 January 
2020. Thereafter, pursuant to the 
Withdrawal Agreement of October 
2019, a transitional period applied 
until 31 December 2020, during which 
EU law continued to apply in the UK. 
The principle of EEA-wide exhaustion 
thus remained in place. 

Art. 61 of the Withdrawal Agreement 
expressly provides that intellectual 
property rights which were exhausted 
under the terms of EU law both in the 
EU and in the UK before the end of 
the transitional period, i.e. before 1 
January 2021, remain exhausted both 

in the EU and in the UK. Thus, goods 
placed on the market in the UK by or 
with the consent of the intellectual 
property right holder by 31 December 
2020 will also be deemed to be 
exhausted in the rest of the EU and 
vice versa.

The transitional period expired on 
31 December 2020 and thus the 
question arises as to which regulation 
applies to exhaustion with regard to 
parallel imports in the EU and the UK 
from 1 January 2021.

The EU rules now no longer apply 
to the UK. The UK and the EU have 
concluded a trade agreement that 
entered into force on 1 January 
2021. However, Article IP 5 of the 
agreement explicitly left the question 
of exhaustion open and gave the 
contracting parties the freedom 
to determine whether and under 
what conditions the exhaustion of 
intellectual property rights occurs.

“ Intellectual 
property exhaustion 
refers to the 
extent to which 
an intellectual 
property rights 
holder can control 
the distribution of its 
branded goods. ”
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In the UK, "The Intellectual Property 
(Exhaustion of Rights) (EU Exit) 
Regulations 2019" currently apply 
until further notice. These provide 
that the system of EEA-wide 
exhaustion will be maintained as 
far as possible. From 1 January 
2021, rights in goods placed on the 
market in the EU or EEA by or with 
the consent of the right holder will 
therefore continue to be deemed 
exhausted in the UK.

The UK government has been in the 
process of conducting a consultation 
on how parallel trade should be 
managed in the UK in the future since 
the beginning of 2021. So far, no plans 
for changes have been announced.

In the EU imports from the UK 
into the EU are considered third 
country imports since 1 January 
2021. Therefore the rule after the 
end of the transitional period is that 
an intellectual property right is not 
exhausted in the European Union if 
goods protected by that right have 
been lawfully put on the market in 
the UK. This means that the right 
holder or a person with their consent 
may prohibit the importation of 
such a good by a third party into the 
European Union or the placing on the 
market, resale or other commercial 
exploitation of such a good on the 
European Union market, where 
such importation or commercial 
exploitation would constitute an 
infringement of the intellectual 
property right concerned.

Thus, so far, there is an asymmetric 
regional exhaustion with respect to 
the EU and the UK and it remains to 
be seen whether this will continue or 
whether a bilateral arrangement can 
be found between the EU and the UK 
with respect to exhaustion.

Companies importing intellectual 
property protected goods from the 
UK into the EU/EEA will therefore 
need to review their business 
agreements and supply chains to 
ensure that they include the right 
holder's consent to import the goods 
into the EU/EEA, as they will need 
the right holder's consent to import 
intellectual property protected goods 
into the EU/EEA from 1 January 2021.

Mechthild Liebelt
mliebelt@vennershipley.co.uk 

www.vennershipley.co.uk
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Cell and gene therapy 
boom in the UK
The UK is establishing itself as a hub for the development of advanced 
therapeutics which refers to new medical products that use gene or cell 
therapy. Whereas gene therapy involves the transfer of genetic material, 
usually in a carrier or vector, into the appropriate cells for uptake of the genetic 
material, cell therapy is the transfer of cells with relevant function into a patient.

The cell and gene therapy industry 
in the UK is part of a thriving biotech 
community supported by a large 
contingent of specialist manufacturing 
companies. Recently these companies 
have come to light as being key 
to the UK’s outstanding COVID-19 
vaccine manufacturing response; 
utilising analogous processes for virus 
production.

According to data released this year 
by the UK Cell and Gene Therapy 
Catapult¹, the UK accounts for over 
12% of global gene and cell therapy 
(or advanced therapy medicinal 
product – ATMP) clinical trials. In 2020 
over 3,000 jobs had been created 
in the sector with over 90 advanced 
therapy developers based in the UK. 
With a £300 million turnover in 2020, 

the UK cell and gene therapy sector 
is booming. By 2035 it is expected 
that the industry could be worth £10 
billion and provide 18,000 jobs.

Each year, the Cell and Gene 
Therapy Catapult publishes data 
from its clinical trials database. 
This government-supported body 
aims to build a world-leading cell 
and gene therapy sector in the UK. 
It enables the translation of early 
stage research into commercially 
viable and investable therapies by 
bridging the gap between scientific 
research and full-scale marketing. 
Its vision is for the UK to be “a global 
leader in the development, delivery 
and commercialisation of cell and gene 
therapies, where businesses can start, 
grow and confidently develop advanced 

therapies, delivering them to patients 
rapidly, efficiently and effectively”.

At the time of the report, there 
were 154 ongoing trials in the UK, 
representing more than a 20% 
increase from last year, with a 
majority (70%) employing viral vector 
mediated gene transfer. For in vivo 
gene therapy clinical trials, 81% are 
dominated by adeno-associated viral 
(AAV) vectors. The number of Phase 
III trials has grown by 27% since last 
year with an increase reported across 
the board. In fact, the number of trials 
has been growing by an average of 
25% per year since 2013.

The data also suggests that trials 
are progressing through set up and 
reaching active recruitment more 
quickly. In contrast to traditional small 
molecule therapies, the development 
of cell and gene therapies requires 
novel approaches to deliver these 
lifesaving solutions to patients. The 
administration of cell and gene 
therapies needs to be expertly done 
and carefully tracked to identify any 
potential adverse effects. The UK now 
has a network of Advanced Therapy 
Treatment Centres, the first of their 
kind in the world, which will develop 
these new systems and processes, 
and alongside the NHS, will provide 
the right environment for allowing 
innovative therapies to reach patients, 
establishing the UK as a global-leader.

The main therapy area for cell 
and gene therapies clinical trials 
remains oncology (35%) followed 
by ophthalmology (12%) and 
haematology (12%). 

For cell-based therapies, T cells 
remain the dominant cell type under 
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investigation accounting for 44% 
of clinical trials. This is perhaps to 
be expected since research into 
oncology, the largest therapeutic 
sector, is largely T cell focused. 

The UK Cell and Gene Therapy 
Catapult data further showed that 
just under 75% of UK cell and gene 
therapy trials are now sponsored 
by commercial organisations; a 
huge increase when compared with 
only 25% in 2013. The majority of 
commercially sponsored trails are 
backed by non-UK based companies, 
demonstrating the appeal of the 
UK ecosystem in terms of both 
expertise and regulation. In 2020 
there were more than 90 companies 
developing advanced therapies 
in the UK (with 24% of European 
developers headquartered in the UK), 
25 manufacturing facilities, and three 
companies that have each reached 
over $1 billion in value. It is evident 
that international companies are 
recognising the appeal of the UK cell 
and gene therapy community for the 
development and manufacture of 
advanced therapies.

As a further example of the UK 
commitment to gene therapies, 
the UK has delivered the 100,000 
Genomes Project via Genomics 
England. The project sequenced 

100,000 genomes from NHS patients 
affected by a rare disease or cancer.
To date, actionable findings have 
been found for approximately 1 in 4 
rare disease patients and around 50% 
of cancer cases contain the potential 
for a therapy or a clinical trial .

Despite the incredibly exciting future 
ahead, there are currently very few 
advanced therapy products approved 
for use in the UK. Due to the length 
of time and costs associated in taking 
an advanced therapy to approval, it is 
important for companies to have an 
effective IP strategy to maintain their 
market advantage.

Gene and cell therapies require 
different IP considerations to 
traditional small molecule drugs. 
Furthermore, different jurisdictions 
have different requirements for the 
patenting of biological material, stem 
cells and methods of treatment and 
surgery and it is important that such 
considerations are taken into account 
during the drafting of any patent 
application.

It is further important to consider 
the different aspects of cell and gene 
therapies which can be afforded 
patent protection. For example: cell 
harvesting, the gene therapy vector 
or therapeutic nucleic acid sequence, 

methods of modifying cells, the 
modified cells per se, the use of 
the vector/cells in therapy or for a 
particular medical condition. There 
are multiple avenues of protection to 
consider.

Inventors are often under pressure to 
get their technology protected prior 
to academic publication and there 
is a need to find a balance between 
early filing and developing supporting 
data for the patent application. It is 
important to be strategic in using the 
time available to generate the best 
kind of data to support the invention. 
Broad supporting data is important 
for platform-type inventions, in order 
to demonstrate that the invention 
can be used across a wide range 
of applications. For an incremental 
invention, more focused data may 
be appropriate. Your patent attorney 
will be able to advise you as to the 
right balance between early filing 
and supporting data depending 
on your overall strategy and 
commercialisation goals. 

As the gene and cell therapy space 
is becoming crowded, it is also 
important to not only consider 
what is new and inventive from a 
patentability point of view, but also 
to remember to review third party 
IP rights to avoid any potential 
infringement and consider obtaining 
suitable licenses.

At Venner Shipley we have several 
attorneys who are experts in the field 
to help companies navigate their 
commercial strategies, patentability 
requirements and operational 
freedom to practice their inventions. 
If you would like any assistance in this 
regard, please do not hesitate to get 
in touch.

Kirsty Simpson
ksimpson@vennershipley.co.uk 

7

www.vennershipley.co.uk

 1. https://ct.catapult.org.uk/clinical-trials-database



IT’S LIKE MILK, BUT 
MADE FOR HUMANS 
The rise in popularity of vegan diets and plant based food products is driving a 
rapidly growing market no less so than in the field of plant based beverages. It 
is not therefore surprising that businesses try to increase their market share of 
this sector by means of catchy or controversial slogans. 

Creating the perfect slogan which 
imparts just the right nuanced 
meaning to accompany an advertising 
campaign is no easy task and rightly 
businesses seek as much benefit 
and competitive advantage from 
this creative endeavor as possible. 
One way of doing this is to protect 
the slogan by means of a trade mark 
registration. A trade mark registration 
is a powerful legal monopoly which, 
broadly speaking, affords the owner 
the right to take legal action against 
third party uses of either an identical 
or similar trade mark used in the 
context of identical or similar goods/
services. 

Newly created slogans are registrable 
as trade marks provided they meet 
the general qualifying criteria applied 
to all trade marks. These are that the 
slogan must be distinctive, it must 
not be descriptive or generic in the 
context of the goods or services 
for which it is used and it must not 
already be registered by another 
entity. 

Invariably the most difficult hurdle to 
overcome when seeking registration 
of a slogan is proving that the slogan 
is sufficiently distinctive such that it 
can fulfil a trade origin identifying 
function. At its most fundamental, 
the question to be asked is whether 
consumers will, on seeing the slogan, 
immediately associate it with the 
goods/services of a single commercial 
undertaking. Because slogans by 
definition seek to explain something 
about a business, for example, its 
ethos or the quality of its product, 
they can very easily fall into the 
category of trade marks which, 
from the legal perspective, are too 
descriptive or possibly just too bland 
to qualify for registration. However, 
assessing the distinctiveness of trade 
marks is not an exact science and is to 

a degree subjective. There is a sliding 
scale of distinctiveness and slogans 
very often fall on the borderline of 
what is and is not acceptable. As a 
result, applications to register slogans 
as trade marks are often rejected 
at first instance and subjected to 
the wisdom and decisions of higher 
authorities. This was the case for 
Oatly AB’s application to register the 
slogan IT’S LIKE MILK BUT MADE FOR 
HUMANS. 

Oatly is no stranger to legal battles 
or controversy. It slogan IT’S LIKE 
MILK BUT MADE FOR HUMANS was 
deemed to disparage and discredit 
cow’s milk by a Swedish court. More 
recently it has come under fire for its 
investment decisions and has been 
accused of driving a wedge between 
children and parents as a result of an 
advertisement which questioned how 
“woke” the parents of Gen Z are. It 
will no doubt therefore be pleased to 
have scored a victory at the General 
Court of the European Union in its 

quest to register IT’S LIKE MILK BUT 
MADE FOR HUMANS as an EU Trade 
Mark. 

Oatly filed an application to register 
the slogan IT’S LIKE MILK BUT MADE 
FOR HUMANS at the European 
Union Intellectual Property Office 
(the EUIPO) in March 2019 for a 
variety of goods including various 
dairy and milk substitute products 
in class 29, oat based beverages in 
class 30 and preparations for making 
beverages in class 32. The EUIPO 
refused the application in relation 
to these goods on the basis that the 
slogan was devoid of any distinctive 
character because it would “simply 
be perceived by the relevant public as 
a laudatory promotional slogan, the 
function of which is to communicate 
an inspirational or motivational 
statement. The relevant public will 
not tend to perceive any particular 
indication of commercial origin in 
the sign beyond the promotional 
information conveyed, which merely 
serves to highlight positive aspects of 
the goods in question, namely that 
they are or contain milk substitutes 
which are like real milk …….but 
contain ingredients that are more apt 
for human consumption than real 
cow’s milk”.

Oatly appealed the decision to the 
General Court of the European 
Union. As with virtually all cases 
concerning the registrability and 
inherent distinctiveness of slogans, 
the arguments and submissions of 
both parties centred on whether 
the slogan could perform a trade 
origin identifying function. A slogan 
should only be refused registration 
if it would be perceived solely as 
a mere promotional statement. If, 
on the other hand, a slogan would 
be perceived as an indicator of the 
commercial origin of goods then, 

“ ...the slogan 
must be distinctive, 
it must not be 
descriptive or 
generic in the 
context of the goods 
or services for which 
it is used and it 
must not already 
be registered by 
another entity. 
 the distribution of 
its branded goods. ”
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even if it also performs a promotional 
function, it qualifies for registration. 
A useful question to be considered 
in this context is whether consumers 
would be in a position to make a 
repeat purchase of the product if they 
enjoyed it, or alternatively to avoid 
buying the product again, simply by 
reference to the slogan. 

The Court reiterated the well-known 
legal principles relevant to the 
registration of slogans as trade marks; 
slogans should not automatically 
be denied registration simply by 
virtue of being a slogan, slogans can 
have both a promotional and origin 
indicating function and the former 
should not invalidate the latter and 
slogans do not have to display more 
imaginativeness than any other type 
of trade mark.

The EUIPO’s view was that there is a 
commonly held belief in society that 
animal derived milk is not good for 
the human body. It was also of the 
opinion that consumers understand 
the primary purpose of milk is as a 
foodstuff for calves rather than for 
humans. Accordingly, the EUIPO held 
there is nothing intriguing about 
the juxtaposition of “IT’S LIKE MILK” 
with “BUT MADE FOR HUMANS”. The 
slogan conveys the simple factual 
message that Oatly’s goods are similar 
to milk but more suitable for humans 
than is animal derived milk. Because 
consumers know that the main 
function of milk is to feed animals, the 
slogan IT’S LIKE MILK BUT MADE FOR 
HUMANS would be perceived solely 
as a promotional slogan, the function 
of which is to communicate a value 
statement. 

Oatly on the other hand argued that 
the dominant perception of milk in 
society is as a product for human 
consumption rather than food for 
calves. It pointed out that there had 
been a significant and controversial 
reaction to the IT’S LIKE MILK BUT 

MADE FOR HUMANS advertising 
campaign. This included complaints 
to the Spanish advertising regulatory 
organisation that the slogan falsely 
implies that milk is not for human 
consumption. The very fact that the 
slogan incited such heated debate 
was evidence in itself that the slogan 
did not merely inform the public 
about the suitability of the product 
for human consumption. Because 
consumers overwhelmingly associate 
milk with a human foodstuff, the 
slogan IT’S LIKE MILK BUT MADE FOR 
HUMANS has the effect of jolting 
consumers into remembering that 
this is not necessarily the case. The 
slogan is therefore provocative and, 
in trade mark legal speak, it triggers 
a “cognitive thought process” which 
makes it easy to remember and 
therefore capable of indicting a trade 
origin. The General Court agreed with 
Oatly adding that the presence of the 
coordinating conjunction “but” in the 
middle of the slogan had the effect of 
calling into question the commonly 
held perception of milk as a human 
foodstuff. 

This is a welcome decision for brand 
owners who often face an uphill battle 
when seeking to protect slogans as 
trade marks. Slogans are frequently 
labelled as too banal, simplistic or 
laudatory to qualify for registration. 
This decision shows that a cleverly 
constructed and memorable slogan 
can benefit from the legal protection 
afforded by a registered trade mark. 

Gloria Parmesan
gparmesan@vennershipley.co.uk 

www.vennershipley.co.uk
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Changes to UK trade 
mark practice (the 
Brexit effect)
The United Kingdom left the European Union at the beginning of last year; 
however, that exit only became effective once the transition period established 
under the Withdrawal Agreement ended on the 31st of December 2020 (11.00 
pm UK time). This article discusses the impact Brexit has had on trade mark 
practice at the UK Intellectual Property Office (“UKIPO”).

Preliminary remarks
Prior to Brexit, trade mark protection 
in the UK could be obtained via two 
main channels: (1) the filing of a UK 
trade mark (“UKTM”) or (2) the filing 
of an EU trade mark (“EUTM”) which, 
once registered, was protected across 
the EU’s 28 member states (including 
the UK). Since EUTMs gave protection 
in the UK, a prior UKTM could be 
used to oppose a new, conflicting, 
EUTM application (or to request the 
cancellation of a EUTM registration).
Similarly, UKTMs could be attacked on 
the basis of prior EUTMs. 

As of 1 January 2021, EUTMs (but 
also EU designations of international 
“Madrid” trade mark registrations 
(“IR(EU)s”)) have ceased to have effect 
in the UK. However, UK legislation has 
been agreed to ensure that owners 
of existing EU rights have not lost 
protection in the UK:

• For every EUTM that had 
registered status at the end of the 
transition period, an equivalent 
UKTM (called comparable UK 
mark) was created automatically. 
These new comparable UK marks 
mirror the EUTMs from which 
they are based; they have the 
same filing date (including the 
same priority or seniority date, 
if applicable), registration date, 
renewal date, goods and services 
and, of course, the same owner. 
The new comparable UK marks 
keep the last eight digits of the 
EUTMs they mirror, with the 
prefix UK009 added.

• New comparable UK marks have 
also been created automatically 

in relation to IR(EU)s that had 
reached “accepted” status by the 
end of the transition period. It 
is worth noting that the owners 
of these IR(EU)s have not been 
granted a new UK designation 
to their existing international 
registration but a standalone new 
UKTM. The number given to these 
new UKTMs is the last eight digits 
of the IR(EU)s they mirror, with 
the prefix UK008.

• Where EUTM applications were 
still pending by the end of the 
transition period (or in the case 
of IR(EUs the registration process 
was not completed by that date) 
new comparable UK marks have 
not been created. Instead, the 
owners of these applications have 
been given a nine-month window 
(which will finish at the end of 
September 2021) during which 
they can re-file their mark in the 
UK and claim the benefit of the 
filing date (or priority/seniority 
date, if applicable) of the EU right 
they mirror.

So, what impact has Brexit had on 
trade mark proceedings before the 
UKIPO?

Proceedings started 
before 1 January 2021
Nothing has changed for these UK 
proceedings. EUTMs and IR(EU)s used 
to oppose UKTM applications (or 
cancel existing UKTM registrations) 
continue to be treated as valid earlier 
rights in such pending proceedings. 
This is the case whether these 
EUTMs or IR(EU)s have proceeded 

to registration or are still pending, 
although in the case of the latter, 
this is subject to them subsequently 
being registered or protected. New 
comparable UK marks (or new UKTMs 
re-filed during the nine-month 
window discussed above) cannot be 
substituted for the EU rights. 

It is worth noting that the situation 
is very different for oppositions (or 
cancellation actions) filed before the 
EU Intellectual Property Office on 
the basis of prior UK rights which 
were still pending at the end of 
2020. As of 1 January 2021, UK rights 
ceased to have any standing in the 
EU; therefore, ongoing opposition 
or cancellation proceedings filed 
exclusively on the basis of UK rights 
ceased to have a valid basis and will 
be dismissed in full, if that has not 
already happened.

In that situation, not all is lost for the 
opponent. Although the opposition 
against the EUTM will fall away, if 
the EUTM eventually proceeds to 
registration, it will not be protected in 
the UK automatically. While the owner 
of the EUTM application can re-file 
the mark in the UK (within the nine-
month period mentioned above) this 
new UK application can be opposed 
on the basis of the same UK rights 
relied upon in the EU opposition. It 
is recommend that UK rights owners 
have trade mark watching services in 
place, to ensure they are notified if a 
UKTM application is filed for the mark 
they opposed in the EU. 

Proceedings started on or 
after 1 January 2021
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Three situations need to be 
distinguished:

1. UKTM applications filed before 
the end of the transition period 
can still be opposed on the 
basis of EUTMs and IR(EU)s. For 
example, a UKTM application 
filed on 29 December 2020 could 
still be opposed on the basis of 
EUTMs and IR(EU)s since they 
were binding on the UK at the 
filing date of the opposed UKTM 
application.

2. UKTM applications filed after 1 
January 2021, cannot be opposed 
on the basis of registered EUTMs 
and IR(EU)s. However, owners of 
EUTMs and IR(EU)s protected at 
the end of the transition period 
have been granted mirroring 
UK rights; therefore, these 
new comparable UK marks 
can be used to oppose UKTM 
applications filed after 1 January 
2021.

3. Owners of EUTMs and IR(EUs 
still pending by the end of the 
transition period, can re-file their 
trade marks in the UK within 
the above-mentioned nine-
month period retaining the filing 
date (and any relevant priority/
seniority date) of the EU rights 
they mirror. As a result, and until 
the end of September 2021, any 
new UKTM application filed after 
1 January 2021 could be opposed 
on the basis of later-filed UKTM 
applications that mirror EUTM 
applications and are therefore 
granted earlier filing dates. It is 
therefore advisable to conduct 
searches of EUTM applications 
that were still pending on 31 
December 2020 before filing 
new applications for registration 
of UKTMs before the end of 
September 2021.

Although owners of EUTMs and 
IR(EU)s still pending by the end of the 
transition period have until the end of 
September 2021 to re-file their mark 
in the UK, they should not delay these 
re-filings if they want to enforce their 
rights in the UK. Opposition periods 
will not be extended to await the re-
filing of a UKTM application based on 
a pending EUTM/IR(EU). 

For example, in the case of a UKTM 
application published on 15 January 
2021, the final deadline to oppose 

this application will be 15 April 
2021 (provided a request to extend 
the original two-month deadline 
was filed). Therefore, if a potential 
opponent wants to rely on the re-filing 
of its EUTM, the new UKTM needs to 
be re-filed before 15 April 2021.

Professional 
Representation
From 1 January 2021, new address for 
service rules apply and a UK address 
for service is now needed for UK 
proceedings filed on or after 1 January 
2021. However, this is an exception 
for owners of comparable UK marks; 
they can continue to use an address 
for service in the EEA for these marks 
until the end of 2023 and use this 
address for opposition proceedings 
based on these comparable UK 
marks. It is worth noting that 
this exception does not apply to 
comparable UK marks which derived 
from IR(EU)s; owners of these marks 
must comply with the new address for 
service rules.

Comparable UK marks – 
use and reputation
In the course of opposition or 
cancellation proceedings, the 
opponent (or the applicant for the 
cancellation action) may have to 
prove use (or reputation) of its earlier 
registration. Proof of use may also 
be needed if a registered trade mark 
is the subject of a revocation claim 
based on non-use for a continuous 
period of five years.

In the case of comparable UK marks, 
and where all or part of the period 
where use has to be proven falls 
before 31 December 2020, use of the 
original EUTM (or IR(EU)) anywhere 
in the EU will count as use of the 
comparable UK mark for that specific 
period. For example, if the owner of a 
comparable UK mark must prove use 
of the mark in the period 1 October 
2019 to 31 December 2020, use of 
the corresponding EUTM (or IR(EU)) 
within the EU will support use of the 
comparable UK mark for that period.
The same principle applies for the 
assessment of reputation. 

Effects of pending EU 
cancellation actions on 
comparable UK marks
A registered EUTM can be cancelled 
on various grounds. For example, 

it can be revoked on the basis of 
non-use (if the mark has not been 
used for a continuous period of five 
years) or cancelled because the mark 
was descriptive (or non-distinctive) 
or conflicts with prior rights. As 
explained above, for every EUTM or 
IR(EU) protected as of 31 December 
2020, a UK comparable mark was 
granted automatically. However, what 
happens if the EUTM was the subject 
of a cancellation action?

Provided the cancellation action was 
filed but not finally decided before 1 
January 2021, its outcome will affect 
the resulting comparable UK mark, 
unless it was based on grounds 
that would not have applied to the 
UK comparable mark had this UK 
comparable mark existed when the 
cancellation action was filed.

For example, if the EUTM registration 
is cancelled on the basis of an 
earlier mark protected in one of the 
remaining EU member states (for 
example Spain), the comparable 
UK mark will not be affected by the 
decision since a Spanish mark cannot 
be used to cancel a UKTM. Similarly, 
if the EUTM registration is cancelled 
because its meaning is descriptive 
in French (but not in English), the 
comparable UK mark will not be 
affected. Should an EU cancellation 
affect a UK comparable mark, the 
UKIPO needs to be informed by way 
of a “Cancellation Notice” and the 
owner of the UK comparable mark 
can contest it by filing a “Derogation 
Notice” setting out why there should 
not be equivalent cancellation of 
the UK comparable mark and filing 
supporting evidence.

Conclusion
The landscape for trade marks in the 
UK has changed considerably since 
Brexit was finalised, and there are a 
number of dates to be aware of and 
different rules in place for a limited 
period of time, even though the Brexit 
transition period has technically 
ended.

Yoann Rousseau
yrousseaau@vennershipley.co.uk 

www.vennershipley.co.uk
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EPO embraces VICO

The EPO is no exception and since the 
pandemic began at the beginning of 
2020, it has had to balance the need 
for each party’s right to be heard and 
their own need to process cases as 
efficiently as possible. As a result of 
COVID-19, many oral proceedings at 
the EPO have had to be postponed. 
In response, the EPO has embraced 
videoconferencing (VICO) in an 
attempt to allow as many oral 
proceedings as possible to continue 
during the disruption caused by the 
pandemic. 

The following is a summary of how 
the EPO adapted during 2020 and 
what the current arrangements are. 

Examining Division
The EPO had an advantage in that 
it had already held examining 
division oral proceedings by VICO 
for a number of years. However, all 
oral proceedings before examining 
divisions are now held by VICO unless 
there are serious reasons against 
holding the OP by VICO. Therefore, 
VICO is now the default. 

Another important change is that the 
new rules expressly allow members 
of the examining division to connect 
to the proceedings remotely from 
different locations. In such situations, 
the members of the examining 
division will conduct their own private 

videoconference for deliberation and 
voting. The new rules also enable the 
applicant and their representative 
to connect to oral proceedings from 
different locations.

Opposition Division
In contrast to examining division 
proceedings, opposition division 
proceedings involve at least two 
parties (patentee and opponent) and 
because of this, the practicalities of 
conducting opposition division oral 
proceedings by VICO are greater. 
Nevertheless, the EPO quickly 
implemented a pilot project for 
opposition division oral proceedings. 
In May 2020, the EPO introduced 
its first pilot project in which oral 
proceedings were only held by VICO 
at the discretion of the opposition 
division and then only if all parties 
agree. The pilot was therefore 
voluntary. Aa a result, it was possible 
for one party to prevent oral 
proceedings going ahead by declining 
to take part in the pilot. If a party 
refused, the EPO had no other option 
but to postpone the oral proceedings, 
most likely until the disruption caused 
by COVID-19 was over. Anecdotally 
the number of oral proceedings 
actually going ahead was relatively 
low. 

From the beginning of 2021, the EPO 
modified and extended the pilot 

project (here). This version of the 
pilot is the pilot project currently 
in place. Significantly, the new pilot 
removed the need for all parties to 
consent to VICO being used. Hence, 
oral proceedings before opposition 
divisions being held by VICO is now 
the default. There are exceptions. 
For example, the opposition division 
itself can decide to hold the oral 
proceedings in person. Also, a party 
may request that the oral proceedings 
is held on the premises of the EPO if 
there are serious reasons. However, 
such requests are considered at the 
discretion of the opposition division 
and refusal of such a request is not 
separately appealable. The project 
allows members of the opposition 
division to connect remotely from 
different locations and a separate 
communication channel is provided 
to allow them to deliberate. Likewise, 
the parties and their representatives 
may also connect to the VICO from 
different locations, however the 
opposition division has the right 
to limit the number of additional 
locations if they think it would impair 
the efficient conduct of the oral 
proceedings. 

Members of the public are also 
allowed to follow oral proceedings 
by VICO either remotely upon giving 
prior notice or on the premises of the 
EPO. The decision came into force on 

The events of the last 12 months or so will no doubt have lasting effects on the 
way we work in the IP sector, and the future of in person hearings at IP offices 
around the world will also be affected. 
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4 January 2021 and is intended to run 
until 15 September 2021, although it 
could of course be extended and/or 
modified at any time. 

Board of Appeal
The Board of Appeal is the last 
practical recourse for parties at the 
EPO. The arrangements around oral 
proceedings before the Boards of 
Appeal have therefore been more 
carefully considered. In particular, 
the official Rules of Procedure of the 
Boards of Appeal were amended by 
decision of 23 March 2021 to allow 
oral proceedings to be held by VICO. 
The amendment introduced new 
Article 15a “Oral proceedings by 
videoconference” (here). 

Board of Appeal hearings are still 
held in person by default. However, 
the Board may now hold oral 
proceedings by VICO if the Board 
considers it appropriate to do so, 
either upon request by a party or 
of its own motion. The new rules 
also allow a party, upon request, 
to attend by VICO even if the oral 
proceeding are being held on the 
premises of the EPO. Therefore the 
new rules introduce, for the first time, 
so-called “hybrid” oral proceedings 
in which one party attends in person 
and another party attends by VICO. 
Members of the Board may also 
participate by VICO if required. 
The Boards of Appeal do not 
therefore require the consent of the 
parties to hold oral proceedings by 
VICO. In practice, we have seen many 
Boards begin to use VICO. 

G1/21 – is VICO legal at the 
EPO?
In March 2021, the question of 
whether holding oral proceedings 

by VICO is consistent with the 
European Patent Convention (EPC) 
was considered in an appeal case 
(T1807/15 – here). In particular, it was 
argued that new Article 15a of the 
Rules of Procedure of the Boards of 
Appeal is incompatible with Article 
116 EPC (the right to oral proceedings) 
& Article 113(1) EPC (protecting a 
party’s right to be heard). Despite 
the party requesting the referral 
withdrawing their request, the Board 
of Appeal continued and decided to 
refer the following question to the 
EPO’s Enlarged Board of Appeal:
Is the conduct of oral proceedings 
in the form of a videoconference 
compatible with the right to oral 
proceedings as enshrined in Article 
116(1) EPC if not all of the parties 
to the proceedings have given 
their consent to the conduct of 
oral proceedings in the form of a 
videoconference?

From the EPO’s perspective, there 
is a need to settle this quickly. The 
Enlarged Board has already set a 
date for the oral proceedings. Oral 
proceedings are to be held on 28 
May 2021 – by videoconference! We 
await the outcome of the hearing 
with interest. In the meantime, the 
President of the EPO in a decision 
dated 24 March 2021 (here), 
announced that “following a careful 
weighing up of the impact for legal 
certainty and access to justice”, oral 
proceedings before examining and 
opposition divisions will continue to 
be held by VICO as under current 
practice, i.e. without requiring explicit 
agreement of the parties. 

The Future
Assuming that the Enlarged Board 
confirms that oral proceedings by 

VICO are compatible with the EPC, 
it seems likely that at least some of 
these arrangements will continue 
to be in place well after the current 
disruptions end. 

Although there are clearly 
disadvantages of VICO and some 
legitimate concerns that oral 
proceedings by VICO are not as 
effective or efficient as in person 
hearings, there are undoubtedly 
advantages. In particular, it has given 
clients who usually do not attend 
oral proceedings the ability to take 
part in oral proceedings or at least 
observe. It also reduces the amount 
of travel required for participants not 
based in Munich. For representatives, 
there is also the advantage of being 
based in the office (or even at home); 
despite significant improvements in 
the facilities provided for attorneys 
at EPO premises in recent years, they 
are not as good as what is available in 
their own office. 

Based on the feedback of 
representatives, the parties and 
the EPO themselves, in due course 
the EPO will need to decide if 
they continue with examining and 
opposition division oral proceedings 
by VICO as the default. As with so 
many aspects of our new lives – is this 
the new normal – we will have to wait 
and see?

Tim Russell
trussell@vennershipley.co.uk 
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A round-up of recent 
decisions from the 
boards of appeal at the 
EPO
Whilst a recent referral to the Enlarged Board of Appeal in T 1807/15, 
questioning the legality of holding Board of Appeal oral proceedings by 
videoconference without the consent of all parties, has the potential to disrupt 
future appeal proceedings during this pandemic, there are still plenty of 
decisions to consider for now. Here, we take a look at some of the decisions 
from the technical and legal Boards of Appeal.

1) T0944/15 – Can 
computer programs be 
excluded as surgical/
diagnostic methods for 
treatment under Article 
53(c) EPC?
It is well-established that claims to 
methods for treatment of the human 
or animal body by surgery or therapy 
and diagnostic methods practised 
on the human or animal body are 
excluded from patentability under 
Article 53(c) EPC. However, it is equally 
well-established that this exclusion 
does not apply to products for use 
in these methods. The question of 
how to apply these provisions to a 
claim directed to a computer program 
which, when running on a computer, 
causes the computer to perform an 
excluded method was considered in T 
0944/15.

In a decision that will be surprising to 
some, the Board of Appeal came to 
the conclusion that such a computer 
program can be excluded under 
Article 53(c) EPC. In reaching this 
decision, the Board of Appeal directly 
contradicted the EPO’s Guidelines 
for Examination, G-II, 4.2.1, which 
explicitly state that such computer 
programs “are not to be objected to 
under Art. 53(c) EPC”. As such, this 
seems to be a controversial decision 
and it may well not be the last we 
hear on this point.

2) T0799/16 – The bar for 
sufficiently disclosed and 
inventive second medical 
use dosage regimes
For a claim directed to a second/
further medical use of a compound 
or composition to satisfy Article 83 
EPC (sufficiency of disclosure), it 
must be credible that the compound 
or composition shows therapeutic 
efficacy in the claimed patient 
population. In T0799/16, the Board 
of Appeal considered arguments that 
the applicant’s data demonstrated 
that only a sub-population of patients 
with multiple sclerosis (MS) would 
respond to a claimed treatment (not 
MS patients in general, as recited in 
the claims in question) and therefore 
whether the claimed treatment was 
sufficiently disclosed. The Board 
acknowledged that the data showed 
that a population of non-responders 
existed (only about one third of the 
patient population tested responded 
to the claimed treatment). However, 
it was reasoned that the existence 
of non-responders is not a reason to 
deny sufficiency of disclosure (groups 
of non-responders are common in 
many treatment areas) and further 
that the non-responders do not have 
to be excluded from the claims.

The Board stated “If it can be shown 
that a relevant proportion of patients 
benefits from a treatment and that 
it has acceptable safety, the criterion 

of sufficiency of disclosure is met, 
since the person skilled in the art has 
the necessary technical information 
to perform the treatment”. What 
constitutes “a relevant proportion” 
will depend on the facts of the case. 
However, it appears that the bar may 
be lower for therapeutic indications 
that are particularly difficult to 
demonstrate efficacy in.

Not only did the Board find the 
claims in question to be sufficiently 
disclosed, it also deemed the claims 
inventive by virtue of the claimed 
dosage regime (10 mg bid). This 
was even in light of prior art that 
described the same 10 mg bid dosage 
regime. In the Board’s opinion, the 
prior art did not explicitly state 
that the dosage regime resulted 
in the claimed efficacy (increasing 
the walking speed of MS patients) 
and, due to the extreme difficulty in 
demonstrating said claimed efficacy, 
the person skilled in the art would 
have failed to appreciate the utility 
of the 10 mg bid dosage regime in 
the prior art. In fact, a new statistical 
method was required to demonstrate 
the claimed efficacy. Whether this 
method would have been obvious to 
the skilled person was not addressed 
and in absence of this discussion, 
the Board decided that the efficacy 
associated with the claimed dosage 
regime was not obvious based on the 
available prior art.
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3) T0265/20 – The 
importance of checking 
the text intended for 
grant
T0265/20 is unusual in that it was an 
appeal against a decision to grant a 
patent. The appellant’s issue with this 
decision was that the granted patent 
was missing all of the drawings. It 
transpired that this was caused by the 
accidental omission of the drawings 
from the text intended for grant when 
the Rule 71(3) EPC communication 
was issued, an omission that was 
not noticed by the applicant when 
reviewing this text. Unfortunately 
for the appellant, the Board of 
Appeal could not be persuaded that 
there was any legal basis for the 
allowance of an appeal rectifying this. 
In particular, the Board argued that 
“the "true will" of the members of 
the examining division when editing 
the communication pursuant to Rule 
71(3) EPC is of no relevance.” This 
case stands as a useful reminder of 
the importance of a detailed review 
of the text intended for grant. Many 
errors concerning the contents of the 
patent, even when made by the EPO, 
cannot be fixed after grant.

4) J0010/20 – Legal 
justification for the EPO’s 
COVID-19 extensions
At the beginning of the pandemic, 
the EPO issued a notice (OJ EPO 2020, 
A29) announcing the extension of 
all deadlines. The EPO justified the 
extension by referring to disruptions 
due to the COVID-19 outbreak, stating 
that there was a general dislocation 
in Germany, and indicating that this 
was in accordance with Rule 134(2) 
EPC. Through subsequent notices, this 
turned into a substantial extension of 
deadlines, only ending months later in 
June 2020.

Despite not appearing entirely 
convinced that these COVID-19 
extensions necessarily had legal 
basis within the meaning of Rule 
134(2) EPC, the Board of Appeal in J 
0010/20 ensured that the announced 
extensions could be relied on by 
instead focusing its analysis on the 
principle of legitimate expectations. 
In particular, the Board noted that it 
did not need to decide whether the 
COVID-19 extensions had legal basis, 
because the notices issued by the EPO 
amounted to a source of legitimate 
expectation that the appellant was 
entitled to rely on in any case.

5) T0552/14 – Avoiding 
the concept of ‘technical 
novelty’
The question of ‘technical novelty’ (the 
concept that only technical features 
can provide novelty) occasionally 
arises at the EPO, and there have 
been indications from the Boards 
of Appeal that it may well be the 
case that only technical features can 
provide novelty. However, the Boards 
have generally appeared reluctant to 
make any definitive decision on this 
point, tending to find other grounds 
for making their decisions on specific 
cases.In the decision leading to the 
appeal of T0552/14, however, the 
examining division was clearly of the 
view that these indications from the 
Boards of Appeal were sufficient to 
establish the existence of ‘technical 
novelty’. As such, citing G2/88, 
T0172/03 and T0154/04 as support for 
its approach, the examining division 
took into account only technical 
claimed features in its assessment 
of novelty, and thus refused the 
application as lacking novelty.

In considering this on appeal, and 
perhaps not unexpectedly, the 
Board of Appeal avoided making a 
decision on the existence of ‘technical 
novelty’, by instead considering 
inventive step. Interestingly, the 
Board did not appear to provide 
any specific indication as to whether 
the examining division was right 
or wrong to refuse the application 
as lacking novelty on the basis of 
a ‘technical novelty’ analysis, but 
instead explained that it did not need 
to decide on this issue because there 
was a lack of inventive step in any 
case.

Given the ease of the way in which 
non-technical features can be 
disregarded in the assessment of 
inventive step, rendering the issue of 
‘technical novelty’ moot, we may be 
waiting a long time for any definitive 
decision on the existence of technical 
novelty.

6) T2015/20 – Sufficiency, 
inventive step and 
speculation
In T2015/20 the Board of Appeal 
considered whether a second 
medical use claim reciting a dosage 
regime satisfies the requirements of 
sufficiency of disclosure and inventive 
step. Interestingly, the Board took 

the opportunity to state that the 
EPO’s approach to sufficiency and 
inventive step has been developed 
to take account of the technical 
contribution actually disclosed in 
a patent application and to avoid 
patent protection resulting from 
unreasonable speculation. Some 
speculation is of course allowed 
(even in the field of medicine) but 
propositions that are prima facie 
implausible should not be.

In the present case, the Board noted 
that sufficiency of disclosure cannot 
be acknowledged if an invention 
goes against a prevailing technical 
opinion and the patent fails to give 
even a single reproducible example. 
In the application in question, the 
claims related to aclidinium for use 
in the treatment of asthma, whereas 
the examples in the application 
demonstrated effectiveness only 
in treating chronic obstructive 
pulmonary disease (COPD). However, 
the Board reasoned that the 
description of the application stated 
that aclidinium could be used to treat 
asthma and that the prior art did not 
teach against this effect (instead it 
corroborated the effect). As such, the 
claimed invention did not go against 
the prevailing technical opinion and 
the claimed invention was therefore 
sufficiently disclosed.

The Board also considered whether 
the claimed invention (optimised 
dosage of aclidinium for treating 
asthma) was inventive. The Board’s 
reasoning relied on its assumption 
that an optimised dosage for treating 
COPD also represented an optimised 
dosage for treating asthma. Prior 
art data relating to the use of 
aclidinium in the treatment of COPD 
was therefore considered but found 
to teach away from the claimed 
optimised dosage regime which was 
thus found to be inventive.

Nick Barrow
nbarrow@vennershipley.co.uk 
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IP audits: What? When? 
and Why?
You have decided to perform an IP Audit. Maybe you have received a grant 
from the UK Intellectual Property Office to assist with the cost. What do you 
expect to achieve with the Audit? How can you get the best out of the process?

IP Audits are often generated by 
early stage companies. However, 
companies at all stages of 
development can benefit from an 
IP audit. For example, established 
companies with extensive IP 
portfolios should take the time 
to consider the strengths and 
weaknesses of their IP portfolio and 
their IP strategy. 

An IP Audit should be a focussed 
piece of work that takes an overall 
look at the current and future IP 
position of the business and seeks 
to come to some conclusions. To this 
end, IP audits do not generally cover:

1. Preparing and filing applications 
for patents, trade marks, designs 
or other registered rights.

2. Conducting significant searching 
and analysis, for example patent 
landscapes or freedom-to-
operate (FTO) work.

Some thoughts on the key 
components of typical IP Audits are 
provided below.

IP Assets
Documenting the registered IP 
assets of a business (such as 
patents, trade marks and registered 
designs) is generally a relatively 
easy process. However, many early 
stage companies do not have many 
registered IP rights; unregistered 
rights (such as copyright, unregistered 
trade marks, domain names and 
technical know-how) may be of 
more value. These are often poorly 
understood.

Many IP rights may not be recognised 
as such by the business. Accordingly, 
the process of simply documenting 
these rights can be useful. Moreover, 
some unregistered rights may still 

be registerable. An IP audit is a good 
opportunity to consider whether 
further registered rights (e.g. for 
branding, graphical user interfaces 
or inventions that have not yet been 
disclosed to the public) could be 
potentially valuable.

IP Ownership
An IP Audit should investigate 
whether the business actually 
owns the IP rights that have been 
generated. This is an area where 
many companies can make significant 
improvements.

IP rights flow from the activities of 
individuals. These individuals may 
be employees, in which case the 
rights often (but not always) pass to 
the business. But does the business 
own the IP for developments made 
by contractors, collaborators and 
customers? What about part-
time employees? Do they have 
another employer who might claim 
ownership?

Long-established companies are not 
immune from ownership problems. 
For example, multi-nationals may 
have complex legal structures 
including many legal entities and 
many external collaborators. Further, 
companies of all sizes, particularly 
in high tech areas, make extensive 
use of academics and PhD students 
for whom the ownership of IP can be 
more complex in the absence of a 
clear contract put in place before the 
start of a project.
 
Ownership of registered IP is often 
resolved before filing. However, 
ownership of unregistered IP 
may never be resolved. Trying to 
determine who owns the copyright 
in a piece of software written by a 
contractor who no longer has any 

involvement with the business can be 
close to impossible.

An IP Audit is an ideal time to take 
stock of agreements with all relevant 
parties to ensure that any IP rights 
that should have passed to the 
business have done so. For example, 
it is much better to discover you need 
a confirmatory assignment to perfect 
your title to an important IP right 
during an internal audit, than to find 
out for the first time when the issue 
is raised by a potential investor or 
acquirer during due diligence checks.

IP Risks
Documenting IP Assets may be the 
key part of the IP audit from the point-
of-view of the business owners, but 
understanding IP risks may be the 
more important to existing and future 
investors.

Perhaps the key risk is whether the 
IP rights of others might be infringed 
– often referred to as “freedom-to-
operate” (FTO). 

The priority for early stage companies 
is often developing products/services 
and finding customers. Thus, FTO is 
often deferred to a later stage. This 
is often the correct approach. For 
example, during early development, 
a product specification can be 
somewhat fluid, and a freedom-
to-operate analysis attempted too 
soon risks becoming irrelevant as 
the product develops. The balance 
between going too soon and 
potentially needing to redo such 
analysis closer to product launch, 
versus the risk of investing too much 
time and capital into a route which is 
unviable due to third party rights is 
often delicate, and may depend on 
the nature of the products concerned. 
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However, you can rest assured 
that highly confidential company 
information can be kept secret as part 
of the process.

Final Thoughts
This article seeks to provide some 
thoughts on the what? when? and 
why? of IP Audits.

What? – The audit should identify 
what IP assets the business has 
developed and any associated 
ownership issues. The audit should 
also consider whether the IP assets 
of others might pose a threat and 
identify other IP issues that should be 
addressed.

When? – Obtaining registered IP 
rights can be an expensive process, 
but having an inadequate IP portfolio 
can be hinder a business. Similarly, 
freedom-to-operate analysis is 
expensive, but so are the costs of 
redesigns or rebranding exercises 
caused by the IP rights of others. 
Thus, when to take actions is an 
important consideration.

Why? – A good IP strategy should help 
a business to understand why actions 
need to be taken (and, equally, why 
sometimes they do not) and assist in 
the development of an IP strategy that 
supports the commercial activities of 
the company. The focus of IP audits is 
often on “what?”, but “why?” may be 
the most important question of all.

Even though undertaking FTO analysis 
would go beyond the scope of an IP 
audit, the report will often consider 
at what stage the business should 
consider undertaking FTO analysis, 
and the scale of costs likely to require 
budgeting for. 

There are many other IP risks that a 
business might be exposed to. These 
might include: Can the business 
demonstrate when key software was 
developed? Does the use of open 
source software potentially dilute 
other IP rights? Is the IP portfolio 
sufficiently global to provide suitable 
protection from the point-of-view of 
an investor? Through discussion with 
an experienced IP professional, the 
threats that are most relevant to the 
particular business can be identified 
and considered as part of the audit.

An IP audit therefore represents an 
opportunity for the business to learn 
about (and mitigate against) threats, 
some of which the business may be 
unaware of. In many cases, the ability 
to identify and take action to mitigate 
against threats at an early stage may 
be the most valuable part of an IP 
audit.

Longer Term Strategy
The longer term strategy of the 
business will have an impact on 
the appropriate IP strategy for that 
business. 

If the owners are seeking to exit 
the business and the IP portfolio is 
seen as a significant asset, then the 
costs involved with building a more 
extensive IP portfolio may be justified.
Alternatively, if the intention is 
to build and manage a business 
that sells products and services in 
the longer term, then trade mark 
protection and FTO analysis may be 
the key focus areas.

These and other strategy questions 
should be discussed as part of the IP 
audit in order to identify IP strategies 
that meet the longer term business 
strategy.

Identify Conclusions
The IP Audit should read some 
conclusions. These may take the form 
of short-term, medium-term and long-
term actions.

The short-term actions are likely to 
represent “quick wins” to address 

issues identified in the IP audit. 
Example short-term actions include 
ensuring that any IP rights are owned 
by the business.

Medium-term actions are issues that 
could be addressed in the relatively 
short-term, but are likely to be more 
difficult to implement, or require 
more thought that the “quick wins” 
referred to above. These might 
include filing additional registered 
IP rights, or developing mechanisms 
for recording copyright or mitigating 
open source risks. A medium-term 
action might also be to develop an 
IP strategy (which might often be a 
development of the IP Audit).

Longer term actions are typically 
related to the longer term plans for 
the business. For example, the longer 
term actions might be very different if 
the business strategy is to develop a 
proof of concept with a view to exiting 
the business at a relatively early stage, 
rather than if the owners intend to 
own and develop the business in the 
longer term.

The longer term actions may 
include the development of an IP 
portfolio in accordance with the IP 
strategy and the development of 
an understanding of the IP risks 
and potential mitigation measures. 
Longer term actions may also involve 
setting up internal procedures 
for capturing and assessing new 
IP generated by the business. For 
small companies and start-ups, the 
number of personnel may be limited, 
and it may be simple to keep track 
of how projects are developing. 
As the business grows, the risks 
of valuable IP slipping through the 
cracks grow commensurately. It is 
never too early to start thinking about 
putting in place internal procedures 
which aim to capture the IP being 
generated by your business. For 
example, disclosure templates or 
forms, employee incentive schemes 
to encourage staff to fill in the former, 
and so forth.

Since many of the topics covered in 
an IP audit may be highly confidential, 
many IP audits will include a client 
confidential appendix. The main 
report will be suitable to share 
with your other advisers, or even 
as a document to demonstrate to 
potential investors that your business 
is taking IP seriously. 

Christopher Dunleavy
cdunleavy@vennershipley.co.uk 

Gary Whiting
gwhiting@vennershipley.co.uk 
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Background
Supplementary Protection Certificates 
(SPCs) are valuable national rights 
that partially extend patent protection 
for active ingredients in qualifying 
authorised medicines by up to 
five and a half years. SPCs exist to 
compensate innovative companies for 
the considerable time and resources 
spent in obtaining regulatory approval 
for medicinal and agrochemical 
products. This became necessary 
because all too often the patent term 
was expiring before companies had 
an opportunity to earn back their 
incurred costs in developing and 
obtaining regulatory approval for 
medicines. Since the introduction of 
the EU scheme, it is reported that 
over 20,000 SPCs have been granted 
by the national patent offices of the 
member states of the EU. 

Whilst SPCs operate as national rights, 
they are derived from EU law, and 
are a political compromise because a 
simple patent term extension could 
not be agreed. The SPC regime was 
established in 1996, and the current 
EU Regulation is (EC) No 469/2009¹ 
for medicinal products, and (EC) No 
1610/96² for agrochemical products. 
Under EU law, a six-month paediatric 
extension is also available to SPCs for 
medicinal products that have been 
evaluated in paediatric clinical trials 
in accordance with EU Regulation (EC) 
No 1901/2006³.

Granted SPCs and pending 
applications
With the UK no longer part of the 
EU, the UK has created an equivalent 
system of SPCs, and may in time 
diverge further from the EU’s SPC 
approach. For example, the UK could, 
in the future, consider adopting a 
simple patent term extension. For the 
present, the Patents (Amendment) (EU 
Exit) Regulations 2019 (as amended 
by the 2020 Regulations⁴) transposed 
all EU SPC law into UK national law. 
This maintains the current systems 
and processes so there is continuity 
for users. As a result, SPCs that 
were granted in the UK before the 
end of the transition period on 31 
December 2020 remain in force. As 
EU law was transposed into UK law by 
the Withdrawal Agreement⁵, all SPC 
applications that were pending at the 
end of the transition period will be 
examined in accordance with EU law 
that would have been in force at the 
time the SPC application was made.

New applications
The UK SPC regime that has been 
put in place largely mirrors the EU 
system. Under the new regime, all 
new UK SPC applications will require 
an in force UK patent, and a UK 
marketing authorisation (MA) granted 
by the Medicines and Healthcare 
products Regulatory Agency (MHRA). 
All MAs for products authorised by 
the European Medicines Agency 

(EMA) before the end of the transition 
period have ‘grandfathered’ as UK 
MAs.

However, some important 
adjustments have been introduced 
to address the various forms of 
marketing authorisations in existence 
across the UK: For example as a result 
of the Northern Ireland Protocol⁶, 
there is a different approach for 
Northern Ireland. This is because 
Northern Ireland continues to be 
bound by the EU medicines regulatory 
framework, whilst Great Britain’s 
mainland of England, Scotland & 
Wales is not.

As a result of Northern Ireland’s 
continued post-Brexit regulatory 
alignment with the EU in this area, 
three different MA’s currently apply 
across the territories of the UK. The 
Supplementary Protection Certificates 
(Amendment) (EU Exit) Regulations 
2020; Statutory Instrument (SI) 
2020/1471) has been enacted to 
reflect these new categories of MA. 
These are:

• Pre-existing UK MAs valid across 
the EU ‘grandfathered’ as UK MAs;

• MAs for Northern Ireland 
granted as part of the European 
Medicines Agency (EMA) 
centralised procedure; and 

• MAs granted by the MHRA for 
Great Britain only (i.e. England, 
Scotland, and Wales).

Post Brexit - UK 
supplementary 
protection certificates 
update
Supplementary Protection Certificates (SPCs) are vitally important to the 
pharmaceutical and agrochemical industries. Following the UK’s exit from 
the European Union (EU), we now have UK SPCs but with some important 
differences to the former arrangements.
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What this means in practice is that 
although there will not be separate 
SPCs, the scope of protection 
afforded by the grant of a new SPC 
will be determined by which UK MA 
is in place when the application is 
made. For example, an SPC granted 
on the basis of an MA for Northern 
Ireland will only extend protection in 
Northern Ireland. Similarly, an SPC 
granted for Great Britain (and not 
Northern Ireland) will only extend 
protection in Great Britain.

It is important to note that in our 
example above, it is possible to 
extend the SPC to cover the additional 
territory, provided that an MA is 
granted in that territory before the 
SPC takes effect. In order to receive 
the additional protection under such 
circumstances, applicants must notify 
the UKIPO within six months of the 
grant of the later MA and before the 
patent expires. 

It is also important to remember 
that although the grant of a UK SPC 
is to be based on an MA valid in the 
UK, the duration of a UK SPC will be 
determined by date of the first MA in 
either the EEA or the UK. What this 
means in practice is that if the first 
MA was granted in the EEA before 
the UK, the period of protection will 
be calculated from the earlier EEA 
date, even though an SPC application 
cannot be made until the UK MA has 
been granted.

Other procedural 
differences
Despite the complications 
necessitated by the Northern Ireland 
Protocol, most other procedural 
aspects remain unchanged from a 
procedural perspective. For example, 
the timescales for applications to 
be considered by the UKIPO, fees, 
documentation, and enforcement in 

the UK Intellectual Property Office 
(IPO) and UK Courts all remain 
unchanged by the 2019 Regulations.

Paediatric extensions
The process of applying for a six-
month paediatric extension to SPCs 
for products tested in accordance 
with a paediatric investigation plan 
(PIP) remains the same. The paediatric 
extension is available based on 
equivalent provisions in the UK’s 
Human Medicines Regulations 2012. It 
is still necessary to file applications for 
the extension within two years of the 
SPC expiry date.

An important advantage for 
applicants under the UK scheme is 
that in contrast to the EU scheme, it 
is not necessary to have MAs across 
the entire EEA in order to benefit 
from the extension. This may present 
a new opportunity for companies 
who have yet to complete PIPs across 
all of the EEA states. Similar to the 
geographical protection afforded by 
UK SPCs, any extension will only apply 
to UK territories where the existing 
MA has been updated with a PIP. For 
example, if the PIP only applies to an 
MA valid for Great Britain (and not 
Northern Ireland), the extension will 
only extend SPC protection in Great 
Britain.

Does the SPC 
manufacturing waiver still 
apply?
In July 2019, an EU ‘manufacturing 
waiver’ came into force to support 
European generic manufacturing. The 
waiver enables generic and biosimilar 
companies to avoid infringement for 
activities whilst an applicable SPC 
is in force in two situations: (i) The 
manufacture and exportation to third 
countries of products covered by the 
SPC; and (ii) The manufacture and 

stockpiling of products within the last 
six months of validity of the SPC in 
order to prepare for a generic product 
launch within the EU upon expiry of 
the SPC.

The Intellectual Property (Amendment 
etc.) (EU Exit) Regulations 2020 
replicate the manufacturing waiver in 
the UK, with some subtle differences. 
In particular, under the EU waiver, the 
UK is considered a third country. 

However, under the UK waiver the 
EU is not considered a third country 
for manufacturing purposes. As a 
result, the UK waiver is potentially 
less advantageous to generic 
manufacturers than the EU waiver, as 
illustrated by the following example: 
Under the EU waiver, a company 
could manufacture and export to any 
third country, which would include the 
UK. In contrast, under the UK waiver 
manufactured products can only be 
exported to third countries outside 
the UK and the EU. It remains to be 
seen if generic manufacturers will 
restructure their operations to benefit 
from the difference between the UK 
and EU waivers.

Despite the EU not being a third 
country for the purposes of the 
UK waiver, the UK has chosen not 
to adopt the ‘EU Export’ logo, and 
instead only requires a ‘UK Export’ 
logo in an attempt to prevent 
products manufactured under the 
waiver being sold on the UK market.

To what extent will the UK 
diverge?
The significant body of existing case 
law of the Court of Justice of the 
European Union (CJEU) in relation 
to SPCs is retained in UK law. The 
UK Courts will continue to interpret 
retained EU law in accordance with 

1. Regulation (EC) No 469/2009 of the European Parliament and of the Council of 6 May 2009 concerning the supplementary protection 
certificate for medicinal products
2. Regulation (EC) No 1610/96 of the European Parliament and of the Council of 23 July 1996 concerning the creation of a supplementary 
protection certificate for plant protection products
3. Regulation (EC) No 1901/2006 on medicinal products for paediatric use & clinical research in vulnerable populations
4. The Intellectual Property (Amendment etc.) (EU Exit) Regulations 2020
5. Agreement on the Withdrawal of the United Kingdom of Great Britain and Northern Ireland From the European Union and the 
European Atomic Energy Community
6. Changes were introduced by the Supplementary Protection Certificates (Amendment) (EU Exit) Regulations 2020, which amend the 
Patents Rules 2007 (SI 2007/3291), the Patents (Amendment) (EU Exit) Regulations 2019 (SI 2019/801), Regulation (EC) No 469/2009 in 
relation to SPCs for medicinal products, and Regulation (EC) No 1610/96 of the European Parliament and of the Council of 23 July 1996.



past CJEU decisions, although the UK 
Courts are now able to depart from 
past CJEU decisions if they determine 
it right to do so. On the other hand, 
the interpretation of new UK SPC 
legislation will of course no longer 
be subject to the jurisprudence of 
the CJEU. The UK consulted on which 
courts may depart form EU law and 
concluded it is the Court of Appeal 
and Supreme Court, so most cases for 
some time to come will follow the EU 
law and not depart from it. 

Although the status quo and 
alignment with the EU is mostly 
maintained for now, it seems 
probable (and perhaps inevitable) that 
divergence will occur in the medium 
to long term, either from changes 
to legislation or from case law, or 
both. The UK, for example, is keen 
to establish itself as an innovative 
economy and will look to see how 
the legal regime can encourage 
continued investment in research 
and development, and this may lead 
to review of the SPC regime at some 
stage. 

From a legislative perspective, it 
is possible that the UK will decide 
to make changes to eligibility and 
the length of protection afforded 
by SPCs (either shorter or longer). 
For example, although the UK 
government has made it clear that 
it intends to support the innovative 
industry in the post-Brexit world, it 
may wish to incentivise the important 
area of biosimilars and certain other 

biotechnology-derived products. 
Divergence would also occur if the UK 
(or indeed the EU,) decides to extend 
the regime to other products, such 
as medical devices and drug/device 
combinations.

There is also opportunity in the future 
to address some of the frustrations 
with the SPC law, such as how 
combination therapies are dealt with 
and which MA should apply and its 
impact on term, and the problem of 
term expiration based on veterinary 
approval before human approval has 
been obtained. It is possible that with 
its new-found independence, the UK 
Courts will grasp the opportunity to 
finally clarify some of these and other 
difficulties that have plagued the EU 
SPC regime since its inception. 
This is an important area and we 
will continue to monitor how it 
continues to evolve in the future. In 
the meantime, companies and their 
regulatory and IP teams should be 
alert to the procedures in place across 
the UK territories in order to ensure 
that available protections are not 
overlooked and lost. We look forward 
to providing further updates in due 
course. 

The UKIPO’s guidance in relation to 
SPCs can be found here.

David Pountney 
dpoutney@vennershipley.co.uk 

James Tumbridge
jtumbridge@vennershipley.co.uk 
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Efforts to extend the lifecycle of pharmaceutical and biotech products 
frequently involve innovations and improvements in product design, 
formulation, routes of administration and treatment indications. As 
competition between innovator (and generic) companies grows, coupled 
with an ever increasing regulatory environment, it is crucially important 
for stakeholders to consider lifecycle management strategies at an early 
stage of the R&D planning process. Understanding these issues is of course 
of equal importance to the generic sector considering generic product 
launches.

Patents, SPCs and regulatory exclusivities are the cornerstone incentives 
granting proprietary rights in pharmaceutical and biologics innovation. 
Whilst patents and SPCs provide monopoly rights, regulatory data 
exclusivity is an additional right that prevents a generic manufacturer from 
relying on certain pre-clinical and clinical data. 

With pharmaceutical and biotech patent attorney specialists, and lawyers 
with prior in-house R&D experience, Venner Shipley is uniquely placed to 
advise you on all aspects of SPCs and regulatory issues. Click here to find 
out more! 

https://www.gov.uk/guidance/spcs-and-the-northern-ireland-protocol
https://www.vennershipley.co.uk/sectors/life-sciences/spcs-regulatory/
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Protection of medical 
devices in Europe

In particular, Article 53(c) EPC 
stipulates that “European patents 
shall not be granted in respect of… 
methods for treatment of the human or 
animal body by surgery or therapy and 
diagnostic methods practised on the 
human or animal body”. The reasoning 
behind this exclusion is that a medical 
or veterinary professional, faced with 
the task of administering potentially 
life-saving treatment to a patient or 
animal, should not be concerned with 
whether the treatment would infringe 
patent rights and therefore open him 
or her up to litigation.

In our article (https://www.
vennershipley.co.uk/insights-
events/patentability-of-methods-
of-treatment-and-diagnosis/) of 
October 2019 we explored how the 
exclusion of Article 53(c) EPC applies 
to methods of therapy and surgery 
and to diagnostic methods. In this 
latest article we take a closer look at 
the relevance of the exclusion to the 
protection of medical devices. 

A patent application for a medical 
device may include one or more 
different types of claim drafted to 
protect the underlying inventive 
concept of the device, including: 
an apparatus claim to the medical 
device per se; a method claim to the 
process of manufacturing the medical 
device; a method or use claim to the 
operation of the medical device; and/
or a computer program claim to a 
program that causes a computer to 
perform a method of manufacturing/
operating the medical device. In 
this article we will examine how the 
European Patent Office (EPO) applies 
the Article 53(c) EPC exclusion to each 
of these types of claim.

Apparatus claims
An example of an apparatus 
claim would be “A medical device 
comprising: feature X and feature Y”.
Article 53(c) EPC specifically refers 

to the exclusion of “methods” 
from patentability, and states that 
the exclusion “shall not apply to 
products, in particular substances 
or compositions, for use in any of 
these methods”. The term “products” 
encompasses medical devices such 
as surgical, therapeutic or diagnostic 
instruments or apparatuses for use 
in such methods and therefore, 
on the face of it, apparatus claims 
would always appear to fall outside 
of the exclusion. However, apparatus 
claims can actually be excluded from 
patentability if the patent application 
implies that the apparatus can only 
be produced by performing a surgical 
or therapeutic step. This potential 
pitfall was highlighted in EPO Board 
of Appeal case T1731/12 (which is a 
continuation of principles previously 
established in T775/97).

T1731/12
This case concerned an apparatus 
for the treatment of neurological 
conditions caused by abnormal 
synchronisation of different areas 
of the brain, such as Parkinson’s 
disease. Claim 1 (abridged) defined 
a “Device for the desynchronization 
of activity of pathologically active 
brain areas comprising… at least 
two electrodes… and… control 
means which are designed such 
that, during operation, they control 
the at least two electrodes such 
that the at least two electrodes emit 
stimuli to in each case one of at least 
two subpopulations of a neuron 
population to be desynchronized, with 
the stimuli emitted from different 
electrodes being offset in time, and 
the stimuli causing the neural activity 
of the at least two subpopulations to 
be phase-reset, such that the at least 
two subpopulations have different 
neural-activity phases after the phase 
resets produced by the stimuli.”

In essence, the claimed apparatus 
comprises two electrodes that are 

implanted into the brain and a control 
means that controls the electrodes to 
perform the functional steps outlined 
above in order to desynchronise the 
different areas of the brain. Crucially, 
the Board held that certain functional 
features of the claim could only be 
achieved after the electrodes have 
been implanted, i.e. after a surgical 
step had been performed, and the 
Board noted that this was stated 
throughout the description. For 
example, the final feature of the claim 
“the at least two subpopulations have 
different neural-activity phases after 
the phase resets produced by the 
stimuli” must take into account the 
position of the implanted electrodes, 
but the position of the electrodes can 
only be determined after implantation 
and thus the control means prior to 
implantation cannot be designed so 
that this feature is fulfilled. The Board 
concluded that the claimed apparatus 
is therefore defined by at least one 
feature which can only be achieved 
following a surgical step and thus the 
claim contravenes Article 53(c) EPC.

Care should therefore be taken 
when drafting the patent application 
to ensure that it is not implied that 
a therapeutic or surgical step is 
necessary to arrive at the medical 
device (even if such a step is not 
explicitly recited in the claims). The 
exclusion could potentially be avoided 
by describing how measurements 
that are obtained following a surgical 
step could instead be derived using 
other means, for example, computer 
modelling.

Claims to a method of 
manufacturing a medical 
device
It is also possible to obtain 
patent protection to a method of 
manufacturing a medical device. 
For example, a claim may recite 
“A method of manufacturing 

The European Patent Convention (EPC) was drafted with the intention of 
prohibiting patent protection of surgical, therapeutic and diagnostic methods. 
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a medical device, the method 
comprising: manufacturing step X and 
manufacturing step Y”. 

Interestingly, such a method claim 
may be allowable even if the method 
involves interaction with the human 
body, providing that this is not 
surgical or therapeutic in nature. 
For example, the EPO Guidelines 
for Examination, chapter G-II-4.2, 
gives the example of a method of 
manufacturing insoles for correcting 
posture involving taking an imprint of 
the footplate, and also the example 
of manufacturing an artificial limb 
involving taking a moulding of the 
stump on which an artificial limb 
is fitted. The EPO considers that in 
both examples taking the imprint/
moulding is not surgical in nature 
and, furthermore, the insole/artificial 
limb would be manufactured outside 
of the body. Therefore, such methods 
would not fall within the exclusion 
of Article 53(c) EPC. In contrast, if 
a surgical or therapeutic step is 
necessary in order to carry out the 
method of manufacture then the 
claim would fall within the exclusion, 
as shown in T1005/98.

T1005/98 
This case concerned a method 
of manufacture of an artificial 
knee joint replacement. Claim 1 
(abridged) defined a “Process for the 
production of an endoprosthesis as 
a joint replacement for knee joints, 
whereby the prosthesis requires 
an operative intervention in the 
femur, the tibia and the patella of a 
damaged knee joint, consisting of the 
following stages: a) production of a 
preoperative tomographic image of 
the damaged knee joint; b) production 
of a corrected preoperative 
tomographic image of the damaged 
knee joint… c) production of a 
postoperative tomographic image of 
the damaged knee joint; d) production 
of a tomographic comparison image 
as a tomographic subtraction image… 
and… e) Production of at least one 
femoral and one tibial component of 
an endoprosthesis on the basis of the 
tomographic subtraction image.”

In brief, a first (preoperative) image 
of the damaged joint is produced by 
means of a computer tomograph. 
Next, a surgical intervention is 
performed on the bone parts 
surrounding the damaged knee 
joint, during which a minimum of the 
adjacent healthy bone is removed in 

order to prepare for the subsequent 
implantation of the prosthesis. Only 
after this surgical intervention, a 
second (postoperative) image of the 
joint is produced. The preoperative 
and postoperative images are 
then further processed and 
compared in order to manufacture 
an endoprosthesis of the correct 
dimensions.

It is notable that the surgical 
intervention is not recited in the 
claim. Nevertheless, the Board of 
Appeal held that it was clear from 
the description that the surgical step 
was necessary so that the second 
(postoperative) image could be 
obtained and therefore the claimed 
method implies a surgical step. 
Therefore, despite the fact that the 
actual manufacture of the knee joint 
was performed outside of the human 
body, the requirement that a surgical 
step needed to be carried out to 
produce the second image meant that 
the claimed invention was excluded 
under Article 53(c) EPC (at the time 
Article 52(4) under the previous 
provisions of the EPC).

The exclusion could potentially 
have been avoided if the application 
disclosed a method of manufacturing 
the prosthesis that did not involve 
a surgical step. In this regard, the 
applicant argued that the prosthesis 
could alternatively be produced 
by comparing images obtained 
virtually using a computer, and that 
therefore surgical intervention was 
not indispensable for the claimed 
procedure. However, the Board 
was not persuaded by this, noting 
that the application did not make 
any reference to this alternative, 
and instead repeatedly referred to 
performing an operative intervention 
prior to capturing the second image.

Claims to a method of 
operating a medical device
Another category of claim is that to 
a method of using a medical device. 
Such a claim may read “A method 
of operating a medical device, the 
method comprising: operation step X 
and operation step Y”. 

At first glance it may appear that such 
a claim would always contravene 
Article 53(c) EPC. After all, the 
exclusion explicitly prohibits the 
patenting of surgical, therapeutic or 
diagnostic methods, and therefore 

a claim to a method of operating a 
medical device would seem to fall 
within the scope of the exclusion. 
However, the case law states that a 
method concerning the functioning 
of an apparatus associated with a 
living human or animal body is not 
excluded from patentability if no 
functional relationship exists between 
the steps related to the apparatus 
and the therapeutic effect of the 
apparatus on the body, and this legal 
principle has been confirmed by EPO 
Enlarged Board of Appeal in G1/07. 
Two cases with contrasting outcomes, 
T44/12 and T82/93, are explored 
below.

T44/12
T44/12 concerned a method of 
detecting a blockage in a medical 
pumping system. Claim 1 (abridged) 
defined “A method of automatically 
detecting an occlusion in a 
downstream fluid line of a medical 
pumping system… comprising: during 
a pumping sequence, determining a 
first force value indicative of force in 
the downstream fluid line at time T1 
[and] a second force value indicative 
of force in the downstream fluid line 
at time T2; providing an indication of 
an occlusion in the downstream fluid 
line… if a relationship between the 
first and second force values departs 
from an expected relationship”.

Notably, claim 1 recites that the 
force values are determined “during 
a pumping sequence” and therefore 
requires that the method is carried 
out whilst medicament is being 
delivered. However, the Board held 
that essentially the method involves 
no more than determining and 
comparing two force values in order 
to give an indication of a possible 
occlusion, and that this does not have 
a functional link with the medicament 
being injected into the patient for 
the therapy (for example, there 
was no influence on the quantity, 
frequency or speed of the delivery 
of the medicament). The Board also 
found that the experimental and 
mathematical determination of an 
occlusion in the fluid line does not 
result in the medical practitioner 
being given any indication as to 
what should be done in the ongoing 
therapeutic treatment of the patient. 
In view of this, claim 1 was not found 
to contravene Article 53(c) EPC.

T82/93
T82/93 concerned adjusting the rate 
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of a pacemaker during exercise. Claim 
1 (abridged) defined “A method of 
operating a pacer in accordance with 
the required cardiac output while 
a person is exercising, said pacer 
being adapted to be implanted in 
a human body and comprising a 
pulse generator and control circuitry 
therein… characterized in that… 
pressure sensing means is used to 
sense the right ventricular systolic 
pressure and this pressure value 
and/or its time derivative are used to 
control the pacer rate."

The Board held that the use of a 
sensed pressure value derived from 
a particular part of the human body 
for quantitatively controlling the 
output of the pacer, which is applied 
to the human body in order to obtain 
a therapeutic effect, contravened 
Article 53(c) EPC (at the time Article 
52(4) EPC). This is because there 
was a functional link between the 
value which is measured and the 
therapeutic treatment which is 
applied.

Computer program claims
Until recently, it was generally thought 
that a claim of the form “A computer 
program which, when running on a 
computer, causes the computer to 
perform a method comprising steps 
X, Y and Z” was not objectionable 
under Article 53(c) EPC irrespective 
of whether a claim to the method 
itself would be objected to. In fact, 
the EPO Guidelines for Examination, 
chapter G-II-4.2.1, explicitly state 
that this is the case. However, as 
mentioned in our round-up of recent 
Board of Appeal decisions, this has 
been thrown into doubt by T944/15, 
published by the EPO in February 
2021.

T944/15
The claims in T944/15 initially related 
to a data processing method that the 
Board decided was excluded under 
Article 53(c) EPC. In order to overcome 
this, the appellant reformulated the 
claims to instead define a computer 
program (of the form outlined above), 
and pointed to the Guidelines at 
G-II-4.2.1 in support of the argument 
that the reformulated claims were 
not excluded under Article 53(c) EPC. 
However, in a decision that will be 
surprising to some, the Board came to 
the conclusion that the reformulated 
claims were still excluded from 
patentability under Article 53(c) 

EPC. In doing so, the Board directly 
contradicted the Guidelines for 
Examination on this point. 

While the Boards of Appeal are not 
bound by these Guidelines, this is still 
likely to be seen as a controversial 
decision and there is a good chance 
that the reasoning behind the 
decision will be challenged in future 
cases. In view of this, despite the 
negative view from the Board in 
T944/15, it still appears advisable to 
include computer program claims in 
European patent applications, at least 
until this matter becomes settled by 
updated Guidelines for Examination 
and/or further case law.

Conclusion
The application of Article 53(c) EPC 
to medical device claims can at times 
appear counter-intuitive, and care 
should be taken to ensure that a 
claim does not unintentionally fall 
within the scope of the exclusion. 
As we have seen, even apparatus 
claims to a medical device can 
be excluded from patentability, 
as can method claims directed to 
the manufacture of a device, and 
therefore if possible the application 
should be drafted in a manner that 
does not imply that a therapeutic or 
surgical step is necessary to arrive 
at the device. Paradoxically, claims 
to a method of operating a medical 
device are not necessarily excluded, 
if it can be shown that there is no 
functional relationship between the 
steps related to the device and the 
therapeutic effect of the device on the 
body.

Henry Aldridge 
haldridge@vennershipley.co.uk 

George Hudson
ghudson@vennershipley.co.uk 
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New regimes for 
protecting trade marks, 
designs, geographical 
indications and plant 
variety rights in the 
UK post Brexit and for 
recording IP rights with 
UK customs
Owners of pan EU protection granted before 31 December 2020 for other 
less well-known IP rights have benefitted from a similar automatic creation of 
mirroring UK rights, coinciding with the EU rights ceasing to have any force in 
the UK.

Owners of pan EU protection granted 
before 31 December 2020 for other 
less well-known IP rights have 
benefitted from a similar automatic 
creation of mirroring UK rights, 
coinciding with the EU rights ceasing 
to have any force in the UK.

On the other hand, IP rights recorded 
with UK customs authorities before 
the end of 2020 are not in all cases 
automatically deemed still recorded 
in the UK and, in certain cases, a fresh 
recordal is required. 

Below is a summary of the effect of 
Brexit on these less common IP rights 
and the of new regimes for obtaining 
protection for all these IP rights in the 
UK and for recording IP rights with UK 
customs authorities.

Geographical Indications
The EU operates a scheme protecting 

the use of names designating food, 
drink and other agricultural products 
associated with a specific region 
and sourced from that region and 
names for traditional food products 
of specific character. These names are 
collectively known as Geographical 
Indications or GIs.

Examples of names of drinks 
protected under the EU’s GI scheme 
are Champagne, Prosecco, Scotch 
Whisky and Kriek. Examples of food 
names protected as GIs in the EU are 
Kalamata Olives and Roquefort.

GIs differ from trade marks in that 
they do not indicate that the product 
originates from one particular 
business, but rather that the product 
sold under that name meets the 
agreed criteria for products bearing 
that name. Protection for GI status is 
usually applied for by the association 
of producers of the product 

concerned in order to prevent 
consumers being misled by non-
genuine products which may be of 
inferior quality or of different flavour.
Before 2021, the only means of 
obtaining GI protection in Great 
Britain was through the EU scheme.
As part of the Brexit arrangements, 
any GIs protected through the EU 
scheme before the end of 2020 were 
automatically entered onto the newly 
created register of GIs administered 
by the UK’s Department for the 
Environment, Food and Rural Affairs 
(DEFRA).

From 1 January 2021, where 
protection is required in Great Britain 
for a GI not previously protected in 
the EU, an application will need to be 
filed for entry onto the Register of GIs 
administered by DEFRA.

An anomaly of the new UK regime 
is that where protection is required 
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for a new GI in Northern Ireland, an 
application will need to be filed for 
protection under the EU scheme. This 
is because DEFRA’s register is not 
binding on Northern Ireland which 
remains within the EU GI’s scheme. 
Producers selling products under 

GIs protected in Great Britain must 
follow DEFRA’s rules for applying the 
appropriate GI logo to UK products or 
their packaging. DEFRA’s logos for the 
three different type of GIs are shown 
above.

However for names which were 
protected under the EU GI scheme 
before the end of 2020, permitted 
users have until the end of 2023 to 
replace the EU GI logo on UK products 
with the appropriate DEFRA logo

Plant Variety Rights
Plant Variety Rights (or Plant 
Breeders' Rights) are registrable IP 
rights specifically designed to protect 
new varieties of plants. 

It is possible to protect a qualifying 
plant variety simultaneously across 
all EU member states in the form 
of a Community Plant Variety Right. 
Owners of a Community Plant Variety 
Right granted before 31 December 
2020 automatically received a 
corresponding UK Plant Variety Right 
on 1 January 2021.

Since Community Plant Variety Rights 
granted after 31 December 2020 no 
longer provide protection in the UK, 
where UK protection is required for 
a new plant variety, an application 
for UK protection will now need to be 
filed with the UK Plant Variety Rights 
Office. 

Trade Marks and Designs
As explained above, mirroring UK 
rights were automatically created on 

1 January 2021 in respect of granted 
European trade mark rights and 
granted and published European 
design rights.

Where protection is required for 
a new trade mark in the UK then 

either a UKTM application will need 
to be filed or the UK will need to be 
designated through an international 
trade mark application/registration 
Where UK protection is required for a 
new design in the UK then either a UK 
design application will need to be filed 
or the UK will need to be designated 
through an international design 
application.

Where either an EUTM application or 
an EU designation of an international 
TM registration was still pending 
on 31 December 2020, its owner 
can, when filing a mirroring UKTM 
application before 30 September 
2021, validly claim the EU filing (or 
earlier priority) date.

Where, on 31 December 2020 either 
an application for a Registered 
Community Design or an EU 
designation of an international design 
registration was still pending or was 
granted but not published, its owner 
can, when filing a mirroring UK TM 
application before 30 September 
2021, validly claim the EU filing (or 
earlier priority) date.

Recordal of IP Rights with 
UK customs
Recording registered IP rights with 
customs authorities is an important 
tool in controlling the importation 
of counterfeits. By recording the IP 
rights, the IP owner authorises the 
customs authorities to detain goods 
which they suspect to be counterfeit.
From 2021 onwards, the only way to 
record new IP rights with UK customs 

authorities is to file an Application for 
Action in the UK.

EU law permits owners of EU rights 
to submit, through the customs 
authorities of any EU member state, 
a customs recordal application 
covering that member state and 
also, if desired, other EU member 
states. Thus, while the UK was still 
an EU member state, it was possible 
to record IP rights with UK customs 
authorities either through (a) an 
application filed with the UK customs 
authorities or (b) a recordal covering 
the UK and other member states filed 
through the customs authorities of 
any other EU member state.
 
IP rights successfully recorded in 
the UK before 2021 as a result of an 
application lodged with UK customs 
authorities (either for the UK alone 
or other EU members states), remain 
recorded in the UK until the recordal 
expires (although the IP rights will 
need to be recorded afresh in the 
other member states). No fresh 
application needs to be filed with UK 
Border Force.

Conversely, where the IP rights 
were recorded with the UK customs 
before 2021 through an application 
lodged with the customs authorities 
of another EU member state, these 
rights ceased to be recorded with 
UK customs at the end of 2020. 
Consequently, a fresh Application for 
Action will need to be filed with the 
UK customs authorities.

Since UK authorities require the 
Application for Action to be submitted 
30 working days before UK Border 
Force can begin monitoring, it is 
essential to submit the Application for 
Action as early as possible.

David Birchall
dbirchall@vennershipley.co.uk 
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Sufficiency – from 
transgenic mice to a 
chocolate teapot 

This means the skilled person must 
be able to carry out the invention 
using the information disclosed in 
the patent, with the common general 
knowledge available at the priority 
date, without having to undertake 
further experimentation or make 
further inventions of their own. This 
requirement comes from the legal 
principle that the monopoly afforded 
by the grant of a patent should be 
justified by the technical contribution 
the disclosure of the invention has 
made to the state of art.

As reported last year (here), in 
Regeneron v Kymab ([2020] UKSC 27), 
the UK Supreme Court (UKSC) decided 
that two of Regeneron’s patents 
relating to transgenic mice were 
invalid for lack of sufficient disclosure. 
In its decision, the UKSC was clear that 
claims are not sufficiently enabled if 
all of the embodiments can only be 
put into practice at a date after the 
priority date. Specifically, Regeneron’s 
claims lacked sufficiency because 
the disclosure of the patents did not 
enable the making of a mouse which 
incorporated any more than a small 
part of the human variable region, yet 
claimed a monopoly including mice 
incorporating a far greater quantity of 
the human variable region. 

The Regeneron judgement set out 
eight principles to govern the concept 
of sufficiency. However, many of 
these principles refer explicitly to 
products or product claims. 

Following the Regeneron decision, 
there was some concern that the 
English courts would be more willing 
to find patents invalid for a lack of 
sufficiency in the future. The recent 
High Court decision in Illumina v MGI 

([2021] EWHC 57 (Pat)) was the first 
UK case since Regeneron to consider 
the issue of sufficiency and therefore 
provides us with some guidance 
as to how the principle set out in 
Regeneron will be applied.

Illumina's infringement action against 
MGI concerned five patents relating 
to DNA sequencing technology. 
In response, MGI mounted 
various invalidity attacks including 
insufficiency applying the principles of 
Regeneron. Despite these sufficiency 
attacks, four of the five Illumina 
patents were held to be valid.

In his judgement, Mr Justice Birss 
considered that the only features 
requiring enablement over the entire 
scope of the claim according to the 
principles set out in the Regeneron 
decision are those relating to the 
core inventive concept of the claim. 
This point was helpfully illustrated by 
Mr Justice Birss using a hypothetical 
patent claiming a new type of teapot: 

To take an example mentioned in 
argument in this case, say an inventor 

invented a new teapot which was 
inventive and useful because its 
spout was shaped in a new way so as 
not to drip. The claim would be to a 
teapot with the spout shaped in that 
special way. The claim might well not 
say anything about the material from 
which to make the teapot, because 
it is irrelevant to the invention. … 
Now the patent needs to enable the 
skilled person to make the product. In 
the example I will assume the skilled 
person could choose, identify and 
test suitable materials at the priority 
date without an undue burden. China 
would work and chocolate would not. 

However the claim would be infringed 
later on even if a teapot was made 
using a new inventive form of Pyrex 
glass which had not been invented 
at the teapot patent’s priority date. 
Furthermore in my judgment this 
fact, that the claim covers types of 
teapot which it does not enable, does 
not reveal some insufficiency. The 
fact that the skilled person could not 
make such a teapot at the priority 
date of the teapot patent does not 
matter. What does matter is that the 
descriptive feature of the claim, which 
is at least implicit in the claim, that the 
teapot has to be made of a suitable 
material, is not a relevant range in the 
Regeneron sense. However note the 
potential for error here. The material 
from which a teapot is made is plainly 
crucial to its function as a teapot. 
There are materials which are not 
suitable to use for teapots. 

That is not the kind of relevance 
which Regeneron is referring to. 
Relevance in the Regeneron sense 
is a much more particular concept 
which depends on examining all the 
circumstances, and depends not 

The European Patent Convention and the Patents Act 1977 both require that 
a patent application disclose the invention in a manner sufficiently clear and 
complete for it to be carried out by a person skilled in the art.

“ The Regeneron 
judgement set out 
eight principles to 
govern the concept 
of sufficiency. 
However, many 
of these principles 
refer explicitly to 
products or product 
claims. ”

https://www.vennershipley.co.uk/insights-events/kymab-prevails-as-the-uk-supreme-court-affirms-the-requirement-for-sufficient-disclosure/
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simply on the invention (that is to 
say the claim as drafted) but also on 
what I can only think of calling the 
essence or core of that invention 
(closely related to the technical 
contribution and/or the inventive 
concept). Although the invention 
in this example is (by definition) a 
teapot since that is what is claimed 
(s125, 1977 Act), nevertheless the 
value, utility and purpose referred 
to by Lord Briggs in principle (vii) are 
concepts which in this example would 
be focussed on the shape of spout. 

So, according to Mr Justice Birss, a 
crucial part of the sufficiency analysis 
is determining which elements of 
a claim must meet the sufficiency 
requirements set out in Regeneron. 
These relevant features are those 
relating to the "essence of the 
invention".

The "essence of the invention" 
is a concept that we are seeing 
increasingly in judgements from the 
English courts as well as in other 
jurisdictions. However, the difficulty 
with it is that the “essence of the 
invention” may not always be clear. 
Also, what is considered to be the 
“essence of the invention” when a 
patent application is drafted may well 
be different to when the patent is 
granted. It may change once again if 
and when the patent is litigated.

Nevertheless, the Illumina judgement 
will be welcomed by many as a 
reasonable and practical application 
of the sufficiency principles provided 
by Regeneron.

This recent English case law on the 
requirement to sufficiently disclose 
the invention is a reminder to 
practitioners to take care to identify 
what the technical contribution of 
an invention is when drafting patent 

applications. It is important to ensure 
that there is clear disclosure of 
embodiments that are technically 
possible, with particular care being 
taken in relation to features that 
might be considered to relate to the 
“essence of the invention”. 

Sian Gill
sgill@vennershipley.co.uk 

“ The material 
from which a 
teapot is made is 
plainly crucial to 
its function as a 
teapot. There are 
materials which are 
not suitable to use 
for teapots. 
 ”
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Ever heard of software 
forensics?
The adjective “forensic” comes from the Latin word “forensis” which means “of 
the forum, public”. When something is denoted as “forensic”, this means that it 
has to do with finding evidence to solve a crime.

More broadly speaking, it could also 
refer to the courts or the legal system. 
Software forensics is the science 
of analysing software to determine 
whether intellectual property 
infringement has occurred. 

Please note that the term “software 
forensics” is occasionally mixed 
up with the term “digital forensics” 
or “computer forensics” which, by 
contrast, deals with the recovery and 
investigation of material found in 
digital devices.

Software forensics methods can be 
applied in at least three fields, in the 
detection of a) copyright infringement, 
b) trade secret infringement and 
c) software patent infringement. 
Regarding a) copyright infringement, 
it is commonly known that source 
code is protected under copyright law 
and it is nowadays common practice 
to apply software tools that can detect 
correlations between source codes to 
detect plagiarism. 

Similarly, regarding b), since software 
code can contain trade secrets, the 
same tools that are used for copyright 
infringement may also be used to 
detect theft of a trade secret. Yet, 
in my eyes, the most interesting 
field and that which evolved most 
rapidly in the last years is detection 
of c) software patent infringement. 
Patents on computer-implemented 
inventions may be valuable assets, 
especially if they protect (technical) 
standards. Such patents are referred 
to as “standard essential patents 
(SEP)”. If it is clear that e.g. a mobile 
phone operates according to a mobile 
communications standard and that 
this standard is protected by one or 
more patents, then hardly any effort 
is necessary to demonstrate that the 
mobile phone infringes the patent. 

An impressive example of valuable 
patents are Nokia’s standard essential 
patents that are currently litigated 
before German courts in infringement 
proceedings against Daimler. 

Apart from these SEP cases, detecting 
software patent infringement is 
intrinsically difficult since the source 
code is often not available or the 
software is executed on a remote 
server. In the latter case, the only 
chance of obtaining knowledge about 
the functioning of the software in 
order to assess a potential patent 
infringement may be an input-output 
analysis. Nevertheless, it is difficult 
if not impossible by an input-output 
analysis to prove the infringement of 
a patent. In the US, a patentee may 
request in the course of discovery 
proceedings the disclosure of source 
code that may infringe its patent. 
However, a court will only accede to 
such a request, if it is convinced about 
the sufficient likelihood of a patent 
infringement. 

Even if the source code is available, 
it is difficult to determine that the 

source code actually performs a 
function that falls under the patent 
claims. It goes without saying that a 
program that implements a patented 
invention can be written in many 
available programming languages, 
using different function names and 
variables. 

This is the reason why copyright 
protection is often not enough 
to protect ideas implemented in 
software. Put differently, copyright 
protects the expression of an idea, 
but not the idea itself which means 
that copyright protection may be 
easily circumvented. Determining 
whether a software code infringes a 
patent still has to be performed by 
human experts using their knowledge 
and experience. Yet, in recent times, 
more and more experts in software 
forensics are trying to automate this 
process by using algorithms. If only 
a compiled program (object code) 
is available, then decompilation 
techniques have to be applied to 
determine the underlying source 
code. Incidentally, reverse engineering 
and decompilation techniques still 
seem to be technologies beyond 
the mainstream that are not in the 
curriculum of many universities. 

A reason for this could be that reverse 
engineering and decompilation may 
be prohibited or restricted by the 
law under certain circumstance. 
For instance, while Art. 5 (3) of the 
EU Computer Programs Directive 
(Directive 2009/24/EC) allows the 
person having a right to use a copy 
of a computer program, without the 
authorisation of the rightholder, to do 
acts of reverse engineering, Art. 6 of 
the Directive forbids decompilation 
for reasons other than achieving 
interoperability with other programs.

“ Software 
forensics methods 
can be applied in 
at least three fields, 
in the detection 
of a) copyright 
infringement, 
b) trade secret 
infringement and 
c) software patent 
infringement. ”
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The main motivation for this article 
is to raise awareness of the field 
of “software forensics” – a field 
that is probably still unknown to 
many. Moreover, it appears that 
recently an increasing number of 
engineering companies have opened 
up especially in the US that offer 
their technical expertise in software 
patent infringement proceedings. 
For all IP practitioners dealing with 
software-related patent or copyright 
infringement, it may be beneficial to 
have heard about “software forensics” 
and that there exist companies which 
offer services in this field. 

While software forensics still appears 
to be a niche, it could be a lucrative 
business in view of the high amounts 
of money at stake in software patent 
infringement proceedings in the US. 
If you wish to deepen your knowledge 
in this field, I would recommend the 
book “The Software IP Detective’s 
Handbook” by Robert Zeidman which 
has become the standard textbook 
for software forensics. The author of 
this book is the founder of Zeidman 

Consulting which provides consulting 
and expert witness services for IP 
litigation. Another company that 
is active in the field of software 
forensics is “Software Litigation 
Consulting” which was founded by 
Andrew Schulman.

Michael Fischer
mfischer@vennershipley.co.uk 

“ For all IP 
practitioners dealing 
with software-related 
patent or copyright 
infringement, it 
may be beneficial 
to have heard about 
“software forensics” 
and that there exist 
companies which 
offer services in this 
field. ”

www.vennershipley.co.uk



New EPO guidelines - 
1 March 2021
An updated version of the Guidelines for Examination at the EPO came into 
force on 1 March 2021. The updates are intended to reflect recent changes 
to the EPO’s practice. This encompasses both procedural changes, as well as 
developments in technology.

Traditionally the updated Guidelines 
were published annually on 1 
November, with an advance “preview” 
version published on the EPO website 
at the beginning of October. In 
2020, however, the EPO sought to 
restructure the revision cycle of the 
Guidelines to try and provide greater 
user involvement.

As a result, for the first time, there 
was public user consultation on the 
Guidelines. In particular, experts in 
the fields of computer implemented 
inventions and biotechnology were 
asked to comment. A final draft was 
prepared based on the result of this 
consultation and is available on the 
EPO website. The final version was 
then confirmed with publication in 
March 2021. A number of interesting 
changes are apparent, and selected 
examples are discussed below.

Oral Proceedings
A number of updates focus on the 
area of oral proceedings (GL E-III). 
As the global pandemic put a halt 
to travel, it is not surprising that 
procedures have required substantial 
adaptation to reflect the rapid 
move to oral proceedings via video 
conference. These changes came into 
practice in March 2020 and are now 
reflected in the updates.

In particular, the Guidelines set out 
the complete turnabout in practice, 
namely that oral proceedings before 
examining divisions are to be held 
by videoconference, unless there 
are serious reasons against it. In this 
case, it is necessary to file a request 
that oral proceedings before the 
examining division be held by way of 
exception on the premises of the EPO.
The Guidelines also state that oral 

proceedings by videoconference 
are equivalent to oral proceedings 
held on the premises of the EPO. 
However, it is now important for 
the EPO to establish at the end of 
the proceedings that no technical 
problems have prevented the oral 
proceedings from being conducted. 
This is to ensure that the applicant’s 
right to be heard and right to 
oral proceedings has not been 
contravened.

Various updates have been 
introduced to confirm and clarify the 
procedural aspects of holding the oral 
proceedings via video conference. 
These include updated statements 
about connecting from different 
locations, failures to connect, 
equipment and technology, checking 
identification and filing written 
submissions. In particular, for written 
submissions, documents should be 
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filed by email with a signature applied 
to the attached document or to the 
text of the accompanying email, 
where appropriate. The updates 
also state that it is not necessary 
to file paper documents to confirm 
documents filed by email.

Informal Consultations
In addition to oral proceedings, 
extensive updates on informal 
consultations with examiners 
have also been introduced (GL 
C-VIII). Although consultations 
have been possible previously, 
the Guidelines now provide more 
detailed information regarding 
those instances where personal 
consultation, by telephone or 
interview, can be helpful in advancing 
prosecution. The Guidelines set out 
that consultation may take place at 
the initiative of either the applicant 
or the examiner or formalities officer, 
and that it should preferably be 
held by videoconference. It is stated 
that consultations should generally 
be granted, but ultimately it is at 
the discretion of the examiner or 
formalities officer.

Typical situations for consultation 
are now detailed and may include 
discussion of procedural issues, an 
error in the communication or the 
applicant’s reply, and clarification of 
certain points in dispute or minor 
issues. The requirements of the 
minutes have also been updated in 

detail. For a consultation, an interview 
or telephone conversation, these are 
to list the participants, summarise 
the main results and state any oral 
requests.

Amendments to the 
Description
The change in the EPO’s approach 
to bringing the description into 
conformity with the claims has been 
widely noted in recent months. It 
is known that clarity objections can 
arise where the description discloses 
as “embodiments”, implementations 
that do not fall within the scope of 
the claims. As a result, the Guidelines 
require that the description must 
be adapted to the claims in order to 
avoid inconsistencies between the 
two.

The new Guidelines explicitly state 
that “embodiments in the description 
which are no longer covered by the 
independent claims must be deleted…
unless these embodiments can 
reasonably be considered to be useful 
for highlighting specific aspects of the 
amended claims”.

When making these adaptations, 
the updated Guidelines make clear 
that is not sufficient to use generic 
statements such as “embodiments 
not falling under the scope of the 
appended claims are to be considered 
merely as examples suitable for 
understanding the invention”, 

without indicating which parts of the 
description are no longer covered. 
Instead, those embodiments must 
be marked using phrases such as, 
“embodiment not covered by the 
claimed invention”. Similarly, merely 
changing the wording “invention” 
to “disclosure” and/or the wording 
“embodiment” to “example”, “aspect” 
or similar, is not sufficient to clearly 
state that that part of the description 
does not fall under the scope of the 
claimed invention (GL F-IV, 4.3, 4.4).

The updates confirm a more rigorous 
approach to description amendments 
at the EPO. Traditionally, patent 
attorneys have been reticent to 
make extensive amendments to the 
description in the absence of any 
perceived benefit. It will be interesting 
to see the consistency and extent 
to which examiners enforce these 
amendments going forward.

Unity
Extensive amendments have also 
been made to those sections dealing 
with the assessment of unity, in 
order to align with the practice of 
using “a minimum reasoning” when 
raising a non-unity objection (GL F-V). 
New sections set out the Examining 
Division’s approach to the assessment 
of unity, as well as the minimum 
requirements for concluding a lack of 
unity.
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In particular, the Guidelines set 
out that when raising a non-unity 
objection, the division must back it up 
with a minimum reasoning outlining: 
i) the common matter, if any, between 
the groups of inventions; ii) the 
reasons why this common matter 
cannot provide a single general 
inventive concept based on the same 
or corresponding special technical 
features; iii) the reasons why there is 
no technical relationship between the 
remaining technical features of the 
different groups of claims; and iv) a 
concluding statement that, because 
neither the same nor corresponding 
special technical features are present 
in the claims, there is no single 
general inventive concept and the 
requirements for unity of invention 
are not met.

It will be interesting to see whether 
the detail provided in these sections 
makes it easier to establish errors in 
the examiner’s analysis or whether 
unity objections will become more 
frequent as a result of these changes.

Computer Implemented 
Inventions
Notably, the Guidelines now include 
an Index for computer implemented 
inventions (CII). Here, a CII is defined 
as one which involves the use of a 
computer, computer network or other 
programmable apparatus, where one 
or more features are realised wholly 
or partly by means of a computer 

program. The Index is not a separate 
publication for CII. Rather, it provides 
a collection of hyperlinks which 
facilitate access to the sections of 
the Guidelines that are useful for the 
search and examination of CII.

The Index highlights updates in the 
Guidelines relating to ‘Data retrieval, 
formats and structures’ (GL G-II, 3.6.3), 
as well as the inclusion of a new 
section on ‘Database management 
systems and information retrieval’ 
(GL-II, 3.6.4).

The updated section clarifies that a 
data structure or format contributes 
to the technical character of the 
invention if it produces a technical 
effect. This may happen if it has 
a technical function in a technical 
system, such as controlling the 
operation of the device processing the 
data. Conversely, the data structure 
of a computer program that merely 
aims at facilitating the task of the 
programmer, is not a technical effect 
serving a technical function.

The new section details that 
database management systems 
are technical systems implemented 
on computers to perform technical 
tasks. As such, a method performed 
in a database management system 
is not excluded from patentability. 
In addition, features specifying the 
internal functioning of a database 
management system that are based 
on technical considerations can 

contribute to the technical character 
of the invention. These features are 
therefore taken into account for the 
assessment of inventive step.

Importantly, however, not all 
features implemented in a database 
management system necessarily 
make a technical contribution by 
virtue of this fact alone. For example, 
a feature of a database management 
system for accounting costs related 
to the use of the system by different 
users may be regarded as not making 
a technical contribution. Thus, the 
patentability of these systems still 
depends on the specific elements and 
purpose of the invention.

Biotechnology and 
Chemistry specific 
updates
Here we consider the updates 
that are particularly relevant from 
a biotechnology and chemistry 
perspective.

Starting with Part A (Guidelines for 
Formalities Examination), a new 
section A-IV, 4.4 has been included to 
clarify the rules relating to requests 
for samples of biological material, and 
details the procedure of submitting 
such requests.

Part F (The European Patent 
Application) has seen updates to 
section F-IV, 4.24, which details the 
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interpretation of amino or nucleic 
acid sequence identity. Amino 
acid sequences can be defined 
by a percentage of similarity. As 
opposed to sequence identity, 
which refers to the number of exact 
matches between the sequences, 
sequence similarity uses a similarity-
scoring matrix to take into account 
conservative substitutions of 
amino acid residues having similar 
physicochemical properties. The 
broadest interpretation will be 
applied using any reasonable 
algorithm, calculation method or 
similarity-scoring matrix known at 
the relevant filing date, if the method 
for determining the percentage of 
identity or similarity is not defined.

Essentially biological 
processes
Following the controversial decision 
G3/19, there have been several 
updates on the patentability of 
products plants/animals and plant/
animal parts exclusively obtained 
by non-technical, i.e. essentially 
biological, processes. G3/19 is 
a referral made to the Enlarged 
Board of Appeal (EBA) following the 
decision of T1063/18, concerning the 
patentability of inventions relating 
to plants and animals and the 
interpretation of Article 53(b) EPC 
in combination with Rule 28(2) EPC. 
More information may be found here.

As a result, there are several 
additional comments relating to Rule 
28(2), pertaining to the exclusion 
of plants and animals exclusively 
obtained by essentially biological 
processes. Comments have been 
added to clarify the rule’s applicability 
and to add clarity, for example 
sections F-IV, 4.12, F-IV, 4.5.2 and 
G-II, 5.2 to 5.5. It is noted that this 
exclusion does not apply to patents 
granted before 1 July 2017 or to 
pending patent applications with 
a filing date and/or a priority date 
before 1 July 2017 (see G3/19, XXIX).

Antibodies
A new section of the Guidelines 
relates to antibodies (G-II, 5.6). The 
section also reflects developments 
in antibody technology, for example 
heavy-chain-only antibodies. There 
are updates to the definitions of 
antibodies, claim wording and the 
patentability of such claims. 

In addition, the inventive step 
requirement for antibodies has been 
clarified and guidance is provided 
for specific technical effects and 
examples.

Patentability
There are multiple other updates to 
Part G with respect to biotechnology 
and chemistry. For example, section 
G-II, 5.3 has been amended to detail 
EPO practice in relation to pluripotent 

stem cells and culture media, 
supports and apparatuses suitable 
for use with human embryonic cells. 
In addition, a new section notes 
that human pluripotent cells, such 
as human embryonic stem cells, 
cannot be regarded as excluded from 
patentability under Art. 53(a) and 
Rule 28(1)(c), if the application has 
an effective date on or after 5 June 
2003. In addition, the qualification 
for a product as a “substance or 
composition” in the sense of Art. 54(5) 
has been updated to reflect decisions 
G5/83 and T1758/15 in section G-VI, 
7.1.1.

Sophie Newgas
snewgas@vennershipley.co.uk 

Kathryn Rose
krose@vennershipley.co.uk 
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Are solid-state batteries 
the solution to liquid 
electrolytes?
As we have discussed in previous editions of Inside IP, there has been a 
fundamental shift in focus in the automotive industry towards electric vehicles. 
Yet, even within the all-electric sector of the automotive industry there are 
already two major technologies, battery electric vehicles and fuel cell electric 
vehicles, competing to be the vehicle that drives us into the future.

Of these technologies in the all-
electric sector of the automotive 
industry, perhaps the best known 
or most commonly commercially-
available are battery powered electric 
vehicles. The batteries that power 
these vehicles are generally lithium-
ion batteries, which use an aqueous 
electrolyte solution to allow the flow 
of current. Such batteries typically 
provide ranges of around 80 to 100 
miles on a single charge, with some 
luxury models providing a range of up 
to 250-300 miles.

Although the improvements in 
liquid electrolyte lithium-ion battery 
technology in such a short space of 
time is nothing short of remarkable, 
there remain some issues that have 
not yet been fully addressed or still 
require improvement, especially to 
make the users’ experience more 
comparable to what they are used to.

For example, the range of most 
liquid electrolyte lithium-ion battery 
electric vehicles may be considered 
to be relatively short, and the typical 
recharging times, of from 30 minutes 
to several hours, may be considered 
to be too long, especially when 
compared to vehicles powered by 
petrol or diesel. Other areas for 
improvement include energy density 
and safety, i.e. reducing the risk of 
fires.

To be (aqueous), or not to 
be, is that a solution?
However, another type of battery is 
tipped to be able to address each of 

the drawbacks mentioned above. This 
type of battery is known as a solid-
state battery. 

An idea of the number of patent 
families filed by some of the 
companies working on solid state 
battery technology can be seen in 
the Figure above, which shows the 
number of patent families each 
company owns in this technical field.

It is claimed that the advancement 
in solid-state battery technology will 
result in batteries that will have a 
range of more than twice the distance 
of a conventional lithium ion battery 
vehicle under the same conditions. 
By some estimates, replacing the 
Tesla Roadster battery with a solid-
state battery would result in a range 
of 620 miles from its 200 kilowatt-
hour battery. It is also estimated that 

the recharging time could be cut 
to as little as 10 minutes, reducing 
recharging time by at least two-thirds. 
All this without the need to reduce the 
cabin space of the vehicle. 

Even ardent critics of electric vehicles 
would have to admit that these 
figures are impressive. Perhaps 
impressive enough to convince even 
the most diehard ‘petrolhead’ that 
electric vehicles should be viewed as 
at least an equal alternative to fossil 
fuel powered vehicles.

To understand how solid-state 
batteries are able to provide these 
advantages, we need to understand 
the difference between liquid 
electrolyte lithium-ion batteries and 
solid-state batteries.

One of the main differences between 
solid-state batteries and conventional 
lithium-ion batteries is the electrolyte. 
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The electrolyte of a battery is the 
medium that provides the ion 
transport mechanism between the 
cathode, the positive electrode, and 
anode, the negative electrode, of a 
cell.

When a battery cell is supplying 
electric power, an oxidisation reaction 
takes place at the anode releasing 
electrons into the circuit and a 
reduction reaction takes place at the 
cathode acquiring electrons from the 
circuit. The electrolyte facilitates the 
movement of charged ions from the 
anode to the cathode. 

In most lithium-ion batteries, this 
electrolyte is typically an aqueous 
solution formed from: salts, which 
transport the ions; solvents, the liquid 
in which the salts are dissolved; and 
additives. A membrane is provided in 
the electrolyte between anode and 
cathode to separate the electrodes, 
and an impermeable casing is 
provided to prevent leakage of the 
electrolyte. 

However, as the name suggests, in a 
solid-state battery, the electrolyte is a 
solid rather than an aqueous solution 
or gel. The chemistry of the solid 
electrolyte can be quite complex but 
is generally formed from ceramics, 
glass, or sulphides. 

A solid improvement?
One immediate advantage of 
solid-state batteries over lithium-
ion batteries is the removal of the 
flammable liquid electrolytes. The 
solid electrolytes used instead 
are more resistant to changes in 
temperature and physical damage, 
produce up to 80% less heat, and are 
able to handle more charge/discharge 
cycles before degradation makes 
them unusable. All this points towards 
a longer battery lifetime.

Other immediate advantages include 
the removal of the membrane and 
casing required for a liquid electrolyte. 
This reduces the weight and volume 
of each cell. The reduction in weight 
should lead to an increase in energy 
density of the battery. However, even 
if energy densities of lithium-ion 
batteries cannot be achieved by the 
first solid-state batteries, this can be 
compensated by adding more solid-
state cells into the battery due to the 
reduced volume of the solid-state 
cells.

Solid-state electrolytes will also 
enable the integration of higher 
performance materials, such as 
lithium metal electrodes, in place 
of graphite anodes. The lithium 
electrodes are more energy dense 
which would increase the battery 
capacity, potentially doubling an 
electric vehicles, range, and can be 
coated to prevent dendrite formation. 

High-voltage cathode materials could 
also be used to take advantage of 
the larger electrochemical window 
that the solid electrolytes can 
provide. Some experts believe that 
such advances can push the energy 
density of solid-state batteries over 
1,000 Wh/L, compared to the 700 
Wh/L currently achieved by high end 
lithium-ion batteries.

A solid grasp of the 
future?
All the statistics sound very 
promising. But, unless the numbers 
and estimates are translated into 
real world results, the technology 
cannot really be considered to be a 
success. The usual worries for new 
technologies are also concerns for 
solid-state batteries. That is, can 

solid-state battery manufactures 
scale up their prototype batteries into 
commercial battery packs that meet 
the performance requirements of 
electric vehicles, and can the battery 
packs be manufactured in a cost 
effective manner that makes them a 
financially realistic option for most 
consumers? 

As a technology, the advantages 
of solid-state batteries (larger 
capacity, potentially higher energy 
density, increased safety) will be 
extremely attractive to electric 
vehicle manufacturers. It is clear that 
such batteries would represent the 
‘game-changer’ that electric vehicle 
enthusiasts are talking about. And 
with the amount of investment 
from one of the biggest automotive 
companies in the world, it appears 
that the question is when we will see 
solid-state battery powered electric 
vehicles, not if.

Jack Rogan
jrogan@vennershipley.co.uk 
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Connected vehicles - 
new regulatory guidance 
highlights the importance of 
data protection laws in the 
design process

Data protection laws in the UK 
and Europe include a requirement 
for organisations to practice ‘data 
protection by design and by default,’ 
which means adopting appropriate 
technical and organisational 
measures to meet the principles of 
data protection law. 

Accordingly, it is important for vehicle 
manufacturers, and those developing 
connected systems for use with 
vehicles, to consider during the design 
phase how a system’s functionality 
will support compliance with data 
protection laws. By way of example, 
systems must be designed to provide 
mandatory information to individuals 
about how their data will be 
processed, and this extends not only 
to a vehicle’s owner but to anyone 
who is a driver or passenger. 

Updated guidance 
approved following 
industry and public 
feedback
The European Data Protection Board 
(EDPB) has recently adopted updated 
Guidelines on the processing of personal 
data in the context of connected vehicles 
and mobility related applications (the 
Guidelines). The Guidelines highlight 
the most prevalent technologies 
currently deployed, identify areas 
of heightened risk for organisations 
deploying such technologies, and 
set out measures which should 
be adopted in order to use those 
technologies in compliance with 
the law. The principle of data 
protection by design and by default 
is explicitly cited by the Guidelines, 
and practices such as localised data 

processing, pseudonymisation and 
anonymisation, and transparency of 
processing are highlighted. 

The Guidelines focus on technologies 
which process personal data in 
‘non-professional’ circumstances, 
as different considerations arise 
from processing personal data in 
the context of public transport or 
commercial vehicles. In particular, 
the uses highlighted are those where 
personal data is:

• Processed solely inside a vehicle;
• Communicated between a vehicle 

and a connected personal device 
such as a smartphone; and

• Vehicle telemetry which is 
transmitted to the manufacturer, 
vehicle repairer, insurance 
company or other service 
provider.

The past several years have seen a rapid increase in the scope of data 
connectivity in passenger vehicles, in particular. Whereas previously such 
features as online radio and music streaming, real-time weather and navigation, 
driver assistance, and mobile device connectivity were found primarily in luxury 
and high-end vehicles, such features are now common place across the market. 
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High risk personal data 
processing 
Three categories of data processing 
are identified in the Guidelines 
as ‘high risk,’ where organisations 
deploying the technology that collects 
and processes the data must be 
particularly cautious to do so in 
compliance with data protection law:

Location data: Real-time location 
data, particularly if it is recorded and 
retained over time, can be particularly 
intrusive and can reveal ‘special 
category’ data about an individual, 
including their religious beliefs, health 
status, or sexual orientation; 

Biometric data: This is also ‘special 
category’ data where it is used to 
identify an individual, for example 
using facial recognition technology 
to enable access to a vehicle or its 
functions; 

Data revealing criminal offences 
or traffic violations: Real-time 
vehicle speed data, particularly in 
combination with vehicle location 
data, can reveal the commission of an 
offence.

Risk mitigating measures 
to foster compliance 
The Guidelines recommend 
numerous considerations and 
strategies to assist with personal 
data collection and processing in 
accordance with the law. These 
include:

• Considering the frequency and 
specificity of data collection for 
the particular functionality in 
question. For example, a weather 
application likely does not need 
to access the vehicle’s location 
every second, rather than at 
longer intervals; this is the case, 
the Guidelines note, even with 

the consent of the driver; 
• Providing appropriate and 

accurate information about data 
processing and its purposes, 
including how data may be 
shared with third parties and how 
long data will be stored;

• Where personal data processing 
relies on consent, obtaining 
that consent in a fully compliant 
manner (e.g. freely given, specific, 
and informed);

• Providing the ability to deactivate 
location tracking at any time;

• When processing biometric 
data, for example to access a 
vehicle or authenticate the driver, 
the biometric template should 
be stored and compared (in 
encrypted form) locally, rather 
than requiring transmission 
externally, and importantly, 
providing a non-biometric 
alternative such as the use of a 
physical key or electronic code;

• In order to remain compliant, 
vehicle systems should process 
data which may reveal criminal 
offence only locally and protected 
with strong security measures; 
the driver should have full control 
of such data. 

The Guidelines recognise that 
data security measures such 
as pseudonymisation and 
anonymization, whilst useful tools in 
combination with other measures, it 
is important for data controllers to 
consider available re-identification 
techniques which could be applied 
to anonymised data, for example in 
the event of a data breach. The UK 
Information Commissioner’s Office 
(ICO) has recently acknowledged 
the increasing difficulty of rending 
personal data truly anonymous, in 
particular in the face of a ‘motivated 
intruder,’ and will be issuing updated 
guidance in the near future to 
assist organisations in determining 
how best to protect data from 

illicit de-identification. Accordingly, 
organisations should limit data 
transmission, by processing data 
locally, and wherever possible using 
encryption, in particular where local 
processing is not possible and data 
will be transmitted from the vehicle 
for processing.  

Case studies
The Guidelines set out the legal basis 
for processing personal data, as 
well as the challenges arising from 
that processing, for some common 
connected vehicle applications. 

Usage based insurance
It is increasingly common for vehicle 
owners and drivers to elect for ‘pay 
as you drive’ insurance which ties 
insurance rates to the time and 
distance travelled, and often other 
metrics including braking patterns 
and rapid acceleration. Drivers are 
then assigned a ‘score’ calculated 
from the data collected during the 
vehicle’s usage. 

The Guidelines emphasise that (as 
with the collection of biometric data, 
addressed below in relation to the 
eCall system), drivers should be 
provided with the option to subscribe 
to a non-usage based insurance policy 
which does not require the collection 
and processing of personal data 
whilst driving. The Guidelines arrive 
at this conclusion as the processing of 
personal data in the context of usage 
based insurance can only be carried 
out with the consent of the driver, 
and without an option to subscribe 
to an alternative form of insurance, 
a driver’s consent cannot be freely 
given as required by the law. 

Data security and data minimisation 
are identified as areas of particular 
sensitivity for usage based insurance. 
In such cases, data should be 
processed insofar as possible, only 
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locally in the vehicle’s telematics 
box or on the driver’s smartphone; 
numerical scores (but not raw data) 
can then be transmitted either to 
the insurance provider its telematics 
services provider. Where raw data are 
processed by a telematics services 
provider on behalf of an insurer, data 
linked to the identity of the driver 
must be separated from the raw data, 
including names and licence plate 
numbers; those would be held only 
by the insurer who can then associate 
the calculated scores received with 
the corresponding driver. 

As with all other data processing, 
providing drivers with complete 
and accurate information about 
the insurer’s processing will be key 
to deploying a compliant usage 
based insurance system. Where the 
calculation of a score for a driver’s 
activities – resulting in the application 
of an insurance price – is fully 
automated, insurers will need to be 
mindful to explain the use of such 
fully automated decision making, and 
the driver’s right to obtain human 
intervention in the process. 

Reserving and and renting 
parking spaces
It is increasingly common for the 
owners of parking spaces to make 
those spaces available for rent 
when not in use. This is generally 
accomplished using a web based 
application which prospective renters 
can then access from smartphones, 
or on board systems. Unlike usage 
based insurance, the collection and 
processing of personal data – for 
example the data stored locally in a 
renter’s smartphone – does not rely 
on consent of the user, but rather 
is carried out on the basis that it is 
required to fulfil a service requested 
by the user. 

It will nonetheless be necessary 
to provide complete and accurate 
information to the renter about 

the data processed to conclude the 
transaction, the parties with whom 
such data may be shared, and the 
length of time for which data will be 
conserved before either being deleted 
or duly anonymised. 

Vehicle theft tracking 
Similar to location based services 
for parking space rentals, access 
to a vehicle’s real time geolocation 
data can be provided by the owner 
of a stolen vehicle in order to assist 
law enforcement. In contrast with 
the use of parking space reservation 
systems, the vehicle owner’s consent 
will be the legal basis upon which 
authorities gain access to a stolen 
vehicle’s location data, and that 
access must cease if the owner’s 
consent is revoked. Data security 
and data retention are highlighted 
by the Guidelines as being central to 
compliance in such cases, with data 
to be deleted once the investigative 
purposes have been met by the 
competent authorities. 

Emergency ‘eCall’ system
The eCall system functions in 
accordance with EU Regulation 
2015/758 (the ‘Regulation’) and is 
triggered automatically when a 
connected vehicle within the EU 
detects that it has been involved in 
a serious collision; the vehicle will 
automatically place a call to 112, the 
EU-wide emergency number. When 
the system triggered, two data events 
occur: (i) the audio communication 
channel in the vehicle will be enabled; 
and (ii) the vehicle will generate 
and transmit the Minimum Set of 
Data to the designated public safety 
answering point. 

The eCall system’s approach to 
personal data processing provides an 
instructive example of system design 
for compliance with data protection 
law, in particular in meeting the 
principles of data minimisation and 
data retention. The Minimum Set 

of Data collected by the system is 
designed to be precisely what its 
name suggests – only data essential 
to achieving the eCall system’s 
purpose are collected. 

In accordance with the Regulation, 
the data collected by the eCall system 
are to be deleted completed once 
they are no longer required for the 
emergency response purpose; the 
internal memory of the system is 
automatically and constantly deleted, 
and only the last three positions of 
the vehicle can be stored in order 
to permit the current position and 
direction of travel to be ascertained. 

Conclusion
Connected vehicles offer myriad 
opportunities for owners, passengers 
and manufacturers to benefit from 
the data generated through the use of 
vehicles and connected applications, 
however, doing so in a manner 
compliant with data protection law 
presents challenges. In particular, 
the need for data minimisation, data 
security, data retention limits, and the 
provision of appropriate information 
to individuals about data collection, 
will require careful attention in the 
design and deployment of connected 
vehicle systems.

Robert Peake
rpeake@vennershipley.co.uk 
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The key points of the decision include: 

• Confirmation that the established 
approach for assessing inventive 
step of computer-implemented 
inventions, the “COMVIK 
approach”, applies to computer-
implemented simulations;

• A finding that features of a 
simulation do not automatically 
contribute to the technical 
character of the invention simply 
because the simulation is based 
on technical principles underlying 
the simulated system;

• Confirmation that the features 
of a simulation that result in a 
further technical effect (i.e., a 
technical effect going beyond 
the normal electrical interactions 
within the computer on which the 
simulation is implemented) may 
be considered for inventive step;

• Confirmation that technical 
effects can occur within a 
computer-implemented process 
and at the input and output of 
the process;

• Confirmation that “implied” 
technical effects may be achieved 
in combination with an unclaimed 
device or process outside the 
computer, if the output data 
of the computer is technical in 
nature;

• Comments which diminish the 
standing and usefulness of 
T1227/05 (INFINEON) as case law; 
and

• Comments which highlight 

differences in practice between 
the EPO and the courts and 
national patent offices in 
European countries.

What do these findings mean 
in practice for applicants and 
practitioners? In short, the 
decision affirms that all computer-
implemented inventions, including 
simulations, should be examined 
in the same way, namely using the 
COMVIK approach. It also provides 
concise guidance to users as to 
how to draft specifications involving 
computer-implemented inventions; 
the Guidelines for Examination at 
the EPO will need to be updated to 
reflect this guidance and the change 
in status of T1227/05. The decision 
may also demand another closer look 
at whether different outcomes could 
occur when the same computer-
implemented invention is examined 
at the EPO and national patent offices, 
such as the UK IPO and the DPMA (the 
German Patent Office).

COMVIK approach 
affirmed
Unsurprisingly, T641/00 (Two 
identities/COMVIK) formed the 
foundation of the decision, in 
particular the principles set out in the 
headnote of that decision (referred 
to as the “COMVIK approach”). The 
Enlarged Board supported the 
COMVIK approach and confirmed that 
computer-implemented simulations 

should be treated no differently 
from other forms of computer-
implemented inventions.

Confirmation that COMVIK should 
apply in this situation is perhaps 
unsurprising given how well-
established it has become in practice 
before the EPO, but it is nevertheless 
welcome that the Enlarged Board 
took the opportunity to clearly set 
out its approval of the approach and 
remove any remaining doubts as to 
its status.

Technical principles 
underlying the simulated 
system
The Enlarged Board has ruled that the 
question of whether the system or 
process being simulated is technical 
or non-technical is not decisive in 
assessing whether the claim as a 
whole addresses a technical problem. 
Interestingly, the Enlarged Board 
declined to give a definitive opinion 
as to whether it thought movement 
of pedestrian crowds in the referred 
case was technical, but was prepared 
to accept the referring Board’s 
conclusion – and the applicant’s 
argument – that it was. The contrary 
conclusion might have cast doubt on 
the admissibility of the whole referral.

The approach taken by the Enlarged 
Board is clear in moving away 
from previous interpretations of 
T1227/05, which had suggested that 

Summary of Enlarged 
Board of Appeal 
decision G1/19 
(pedestrian simulation)
On 10 March 2021, the Enlarged Board of Appeal of the European Patent 
Office (EPO) handed down its eagerly-awaited decision in G1/19 (Pedestrian 
Simulation). Venner Shipley has been involved with the case from the very start: 
from preparing and filing the application, handling examination, right through 
to the appeal stage.



40

a simulation would be understood as 
providing technical character as long 
as the system being modelled was 
itself technical in nature. This is not 
sufficient, or indeed in all cases even 
necessary.

Further technical effect
Only those features that contribute 
to the technical character of the 
invention are considered in the 
assessment of inventive step. In the 
context of computer-implemented 
inventions, however, the technical 
effect must be one which goes 
beyond the “normal” physical 
interactions between the program 
and the computer on which the 
program is run. This type of technical 
effect is referred to as a “further 
technical effect”. The Enlarged Board 
confirmed that such “further technical 
effects” are typically technical effects 
on a physical entity in the real world, 
technical effects requiring a direct 
link with physical reality or other 
effects such as technical effects 
within a computer system or network 
achieved, for example, by adaptations 
to the computer system.

Examples of technical 
effects
The decision provided useful 
general comments on how and 
when “technical effects” or “technical 
interactions” may occur in the context 
of a computer-implemented process.

As explained by the Enlarged Board 
(point 85 of the decision):

The arrows represent interactions 
that are different from abstract data 
input, data output or internal data 
processing or transfer. Technical 
input may consist of a measurement; 
technical output may exist as a 
control signal used for controlling 
a machine. Both technical input 
and technical output are typically 
achieved through direct links with 
physical reality. Adaptations to the 
computer or its operation, which 
result in technical effects (e.g. better 
use of storage capacity or bandwidth), 
are also examples of features that 
may contribute to inventive step […]. 
In sum, technical effects can occur 
within the computer-implemented 
process (e.g. by specific adaptations 
of the computer or of data transfer or 
storage mechanisms) and at the input 
and output of this process. Input and 
output may occur not only at the 
beginning and the end of a computer-

implemented process but also 
during its execution (e.g. by receiving 
periodic measurement data and/ or 
continuously sending control signals 
to a technical system). Examples of 
interactions of this type can be found 
in the Guidelines for Examination at 
the EPO, in particular in section G-II, 
3.3. It can be expected that at least 
this section and section G-VII, 5.4.2.4 
of the Guidelines will be revised given 
the Enlarged Board’s comments on 
T1227/05.

Implied technical effects
The Enlarged Board examined the 
issue of potential technical effects. 
A potential further technical effect 
might exist if data resulting from 
a claimed process is specifically 
adapted for the purposes of its 
intended technical use, such as 
controlling a technical machine, 
provided the data is suitably limited to 
its intended technical use.

T1227/05
Perhaps one of the most interesting 
parts of the decision was what the 
Enlarged Board thought of T1227/05 
and T625/11 (AREVA). The Enlarged 
Board declined to reassess the 
decisions, but rather suggested that 
they were limited to their own specific 
circumstances. In particular, the 
Board commented that: “The often-
quoted criterion of T1227/05 that the 
simulation constitutes an adequately 
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defined technical purpose for a 
numerical simulation method if it is 
functionally limited to that purpose 
should not be taken as a generally 
applicable criterion of the COMVIK 
approach …”. The Enlarged Board’s 
comments diminish the standing and 
usefulness of T1227/05 as case law.

Relevance of national case 
law of EPC member states
The Enlarged Board dodged the issue 
of relevance of national decisions. 
In doing so, however, it raises the 
question whether it might be easier 
to obtain protection for computer-
implemented simulations, for 
example, in the UK assuming existing 
case law is still followed. For instance, 
in Halliburton v Comptroller-General 
of Patents [2011], the High Court 
of England and Wales held that a 
method of designing a drill bit with 
the help of simulation, not including 
a step of producing the designed bit, 
was a technical problem.

Conclusion
In G1/19, the Enlarged Board sought 
to reconcile several issues raised 
during the proceedings including 
whether the fact that the simulated 
system was technical or not had 
any bearing on inventive step, the 
relationship between various forms 
of technical effect, and whether a 
direct link with physical reality is 
a necessary condition, basing its 

arguments on case law drawn from 
some surprising (as well as some 
not-so-surprising) technical fields The 
decision confirms that no group of 
computer-implemented inventions 
can be excluded from patent 
protection as a matter of principle 
and that computer-implemented 
simulations do not hold a privileged 
position in the wider group of 
computer-implemented inventions. 
This suggests that all computer-
implemented inventions, including 
those in the areas of artificial 
intelligence and machine learning, 
should be treated in the same way 
when examined at the EPO. For more 
updates on the G1/19 case, click here.

Peter Thorniley
pthorniley@vennershipley.co.uk 

Richard Kennedy
rkennedy@vennershipley.co.uk 
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An antidote to antibody 
patent confusion in 
Europe

Questions of when to file a patent 
application, the type and amount of 
supporting data required, and the 
breadth of claim scope that may be 
reasonably expected, are therefore 
of central importance to antibody 
producers, for securing robust patent 
protection for their lead antibody 
candidate and preventing competitors 
from developing similar antibody-
based therapeutics.

For the first time ever, in March 2021, 
the European Patent Office (EPO) 
Guidelines for Examination includes 
a section devoted to the examination 
of antibody-related patent claims (G-
II-5.6). These Guidelines are based on 
case law of the EPO Boards of Appeal 
and provide guidance that is intended 
to harmonise the approach of all 
EPO Examiners to the examination of 
patent applications.

Patenting Antibodies at the EPO
The new antibody section in the EPO 
Guidelines is a welcome addition 
for practitioners in this field. It 
summarises the requirements for 
different approaches to defining 
antibodies in patent claims (e.g. by 
their sequence, function, or method 
of production), and importantly, also 
provides helpful guidance in relation 
to the assessment of inventive step of 
antibodies in Europe. 

Historically, there has been 
a perception amongst some 
practitioners that the EPO treats 
antibody patent applications 
differently to other forms of 
technology, and even imposes a 
higher patentability threshold. In 
our experience, however, that is not 
actually the case. It may just appear 

that a higher standard is imposed for 
antibodies, because the established 
view of the EPO’s case law is that 
many aspects of the production 
of an antibody, including antibody 
generation, mutagenesis, affinity 
testing, etc., involve routine methods 
that form part of the skilled person’s 
common general knowledge. As a 
result, the bar for inventive step can 
appear to be very high in Europe, and 
the vast majority of antibody cases 
before the EPO Boards of Appeal 
are decided on inventive step. Often 
intertwined with inventive step in 
relation to the validity of antibody 
patents is the requirement for 
sufficiency of disclosure of any non-
obvious aspect of a claimed antibody.

Antibodies
Conventional antibodies comprise 
two identical heavy chains and two 
identical light chains, folded into 
constant and variable domains. 
Each of the heavy and light chain 
variable domains (referred to as VH 
and VL) contains three hypervariable 
loops, known as complementarity 
determining regions (CDRs), 
interspersed between four less 
variable framework (FR) regions. It 
is the CDRs that provide the specific 
antigen recognition site of the 
antibody.

Patent claims may be directed to 
antibody variants, including inter 
alia antibody fragments, bispecific 
or multispecific antibodies, antibody 
fusion products and heavy-chain-
only antibodies. The new EPO 
Guidelines do recognise these new 
antibody formats, but the specific 
guidance provided is directed towards 
conventional antibodies only.

In the new Guidelines, the EPO has 
included eight separate sections 
relating to different specific 
approaches by which antibodies may 
be defined and claimed in Europe. 
These can be summarised as follows:

1. claims based on the sequence 
(i.e. structure) of the antibody;

2. claims relating to the function or 
target of the antibody; and

3. claims reciting the method of 
antibody production.

Our practical advice and comments 
on the new Guidelines in relation to 
each of these approaches is discussed 
below.

1. Claims Directed to 
Antibody Sequence (i.e. 
Structure) 

CDR Sequences
“… antibody comprising the CDRs of SEQ 
ID NOs: 1-6.”

The new Guidelines confirm the EPO’s 
longstanding practice for examining 
claims defining antibodies in terms 
of their amino acid sequence. The 
EPO has consistently taken the 
default position that the CDRs are 
responsible for binding to the antigen, 
and so a conventional antibody 
should be defined by at least the six 
CDRs, in order to be uniquely defined 
by its structure only and have its 
characteristic binding specificity. 

It is clear from the new Guidelines 
that a sequence-based antibody 
patent claim will be considered to 
lack clarity (due to lacking an essential 
technical feature) if, in the case of a 

It is estimated that more than $1 billion in R&D is spent on each new 
therapeutic monoclonal antibody, and so patent protection is essential to 
stimulate funding and provide a return on investment. 
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conventional antibody, it is defined by 
fewer than all six CDRs.

It is important to note, however, 
that the position set out in the 
Guidelines is just a starting 
position, and that these are just 
“guidelines”. An overriding principle 
is that the scope of the claims 
should be commensurate with the 
contribution made to the art. Thus, 
the requirement for the sequence of 
all six CDRs is not a legal requirement, 
but should be seen as a flexible 
starting position depending on the 
supporting data and the disclosure of 
the prior art. 

This understanding appears to 
have been confirmed in a recent 
decision of the EPO Boards of Appeal, 
T0941/16, in which the Board allowed 
an applicant to submit evidence 
in support of an antibody claimed 
on the basis of only “at least three” 
CDR sequences, in combination 
with a functional feature. In that 
case, the applicant was unable to 
secure allowance for such a broad 
claim, but the Decision does suggest 
that the Board would have been 
happy to allow a claim defining the 
antibody with broad scope in the CDR 
sequences had the applicant been 
able to provide convincing evidence in 
support of this breadth of claim. 

Therefore, the message to applicants 
is that, where a patent is sought 
for an antibody defined by the CDR 
sequences, the applicant should 
be prepared to provide evidence 
supporting sequence variation, or 
else they may be required to limit the 
claim to include the sequences of all 
six CDRs. 

In some circumstances, such as if 
mutational analysis data are available 
before filing, it may be possible to 
obtain claims specifying residues 
within CDRs at which sequence 
variation can be accommodated. 
In practice, it may be necessary to 
support this type of claim language 
with a functional limitation such as a 
binding affinity. 

Indeed, if the data are available, 
it may be possible, in principle, to 
define the antibody on the basis 
of the specific arrangement and 
identity of the precise amino acids 
of the antibody (i.e. the paratope) 
that interact with the epitope on the 
antigen, but such a claim would need 

to be underpinned by considerable 
supporting data. For example, the 
three-dimensional arrangement of 
the paratope could be demonstrated 
and defined, or alternatively, it would 
need to be demonstrated that the 
residues between those that interact 
directly with the target epitope can be 
varied without otherwise affecting the 
antibody. 

Accordingly, it may be possible 
to obtain an allowable sequence-
based antibody patent claim that is 
broader than the specific sequences 
of all six CDRs, through the use of 
specified amino acid substitutions in 
defined positions of the CDRs, if the 
supporting data are available, and, of 
course, depending on the prior art.

In this regard, it is relevant to note 
that the new Guidelines state that 
when the CDRs are not defined by 
their specific amino acid sequence, 
they must be defined according to a 
numbering scheme, such as Kabat, 
Chothia, or IMGT (the international 
ImMunoGeneTics system).

In relation to the inventive step of 
antibodies defined on the basis of 
their protein sequence (i.e. structure), 
the new Guidelines emphasise 
that the EPO does not recognise 
the principle of structural non-
obviousness. So, if the target of a 
novel antibody is not novel, inventive 
step is not acknowledged solely on 
the basis that the novel antibody is 
structurally different, by virtue of its 
sequence, from known antibodies 
that bind to the same target. For an 
inventive step to be acknowledged 
in Europe, it is not enough that the 
sequence of an antibody could not 
have been predicted in advance. 
Likewise, simply producing a new 
antibody to a known target using a 
routine technique is also considered 
to be obvious. 

An inventive step may be recognised, 
however, if the antibody can be 
shown to provide a surprising 
technical effect, rather than being 
a “mere alternative” to known 
antibodies. The new Guidelines list 
examples of surprising technical 
effects that may support an inventive 
step, including improved affinity, 
improved therapeutic activity, 
reduced toxicity or immunogenicity, 
an unexpected species cross-reactivity 
or a new type of antibody format 
with proven binding activity. The new 

Guidelines also state that “the main 
characteristics of the method for 
determining the property must also 
be indicated in the claim or indicated 
by reference to the description”. 
Therefore, it is important that details 
for measuring the alleged improved 
property are provided in the 
specification.

VH and VL Sequences
“… antibody comprising a VL domain 
comprising SEQ ID NO: 1 and a VH 
domain comprising SEQ ID NO: 2.”

In many circumstances, the EPO may 
require the entire VH and VL domain 
sequences to be recited in the claim, 
rather than just the CDR sequences. 

In particular, the new Guidelines 
state that, if the surprising technical 
effect of the new antibodies relates 
to the binding affinity, the default 
position for examination is that 
the VH and VL domain sequences, 
including the framework regions, 
of the antibody must be recited in 
the claim. The EPO’s view is that the 
framework regions influence the 
affinity of the antibody for the target 
epitope, because they provide the 
three dimensional scaffold for the 
CDRs, and so they must be specified 
in the patent claim, in order for the 
improved affinity to be provided 
across the full claim scope. 

It must be restated, however, that 
this is simply a guideline. EPO 
Examiners have leeway to determine 
whether this type of limitation is 
necessary, based on the prior art 
and, in particular, the data in the 
specification, and whether it can 
be shown that variability in the 
framework regions can be tolerated, 
while still exhibiting increased binding 
affinity.

The message to applicants is that it 
may help to avoid having to recite 
the full VH and VL sequences in the 
claim if it can be demonstrated that 
the antibody provides a surprising 
technical effect other than (or in 
addition to) improved affinity. 
This could include, for example, 
improved antibody solubility, reduced 
propensity to aggregate, higher 
melting temperature, or improved 
thermal stability, which enable 
improved antibody production yields. 
The Guidelines provide examples of 
other possible technical effects (see 
above), but in principle any surprising 
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technical advantage or improvement 
may support an inventive step.

Combination of Functional and 
Structural Features
“… antibody comprising at least 90% 
sequence identity to the VH and VL 
regions of SEQ ID NOs: 1 and 2, and that 
is capable of reducing the binding of 
ligand X to receptor Y” 

By defining an antibody both on the 
basis of its sequence and also on the 
basis of a well-characterised target or 
other functional feature, it is possible 
to obtain allowable patent claims with 
less than 100% sequence identity to 
the six CDRs or variable regions. This 
is the most common type of antibody 
claim currently under examination 
at the EPO. Moreover, in our recent 
experience, this is also generally the 
format of patent claim that is most 
likely to be successful at the EPO. 

This approach can be particularly 
useful when the functional feature 
relates to the technical effect on 
which an inventive step is based. 
The EPO’s starting position is that 
antibodies specific for a known target 
will lack an inventive step unless 
an unexpected effect is plausibly 
demonstrated by the data in the 
specification. Thus, patentability 
is likely to be a question of the 
magnitude of the unexpected effect in 
view of the prior art, and the extent of 
the data supporting the effect. 

2. Claims Directed to 
Antibody Function or 
Target 

Initial Comment
In our experience, it can be 
challenging to obtain patent 
protection in cases where no 
individual antibody is disclosed in the 
patent specification, and which rely 
on defining the antibody exclusively 
by reference to its target antigen. 

However, if the target is novel and 
non-obvious, then broad antibody 
claims that are not structurally 
limited can nevertheless be obtained. 
Identifying entirely new targets 
is becoming increasingly difficult, 
however, and as a result, in order 
to obtain allowance, it is generally 
the case that antibody patent claims 
are required to include an antibody 
sequence limitation of some sort in 
addition to the functional limitation. 

Reference to the Target Antigen
The Guidelines provide a number of 
specific examples of antigen-defined 
antibody claims. 

“… antibody that specifically binds 
antigen X”.

“… antibody that specifically binds to 
SEQ. ID. NO: Y”.

In order to claim an antibody in this 
way, the target antigen must be 
well-defined in the specification. The 
new Guidelines make it clear that if 
the antigen is defined by a protein 
sequence, no sequence variability 
and no open language (such as “an 
antigen comprising …”) can be used 
in the definition of the antigen. If 
the antigen is not precisely defined, 
the subject-matter of the claim will 
be considered to lack novelty on the 
basis that existing antibodies will bind 
to the undefined region of the target 
antigen.

If the target antigen is a novel target, 
then it may be possible to obtain 
allowable claims with a relatively 
broad claim scope, due to the novelty 
and non-obviousness of the target. 

Indeed, we have recently obtained 
allowable claims in the format “An 
antibody that specifically binds to SEQ 
ID NO: 1, but does not bind to SEQ ID 
NO: 2”, where SEQ ID NO: 1 encodes 
a novel and non-obvious diagnostic 
target, and the claim provides no 
sequence definition of the antibody 
itself at all. 

If the target antigen is known, 
however, the EPO’s default position 
is that it is within the skilled person’s 
common general knowledge to be 
able to produce antibodies to that 
known target. Such antibodies are 
likely to be considered to lack an 
inventive step unless an unexpected 
technical effect can be plausibly 
demonstrated. For example, if the 
known target is a receptor, then data 
demonstrating that the antibody can 
activate or inhibit the activation of 
the target receptor may support an 
inventive step.

Alternatively, an inventive step may 
be acknowledged if the antibody 
could not have been produced 
by routine methods. In that case, 
for sufficiency of disclosure, the 
specification must also provide details 
of the non-obvious method required 
to obtain the claimed antibody.

Reference to the Epitope
“… antibody that specifically binds to a 
peptide of SEQ ID NO: 1 on antigen X.”

If the target antigen is known, it may 
be possible to specify a novel target 
in the claim on the basis of binding 
to a specific epitope on the known 
antigen. For inventive step, it will 
also be necessary to show that the 
antibody provides an unexpected 
technical effect, i.e. why binding to 
one epitope rather than another on 
the same antigen is advantageous. 

If the antibody is defined on the 
basis of binding specificity to a 
“linear epitope”, then the same 
considerations are likely to apply as 
for any target antigen, as discussed 
above. Thus, the epitope will need to 
be precisely defined in the claim using 
closed language.

On the other hand, if the epitope is 
non-linear or “discontinuous”, then 
additional considerations in relation 
to sufficiency of disclosure are likely 
to apply. In this case, not only will the 
specific amino acid residues of the 
epitope need to be clearly identified, 
but in addition, the new Guidelines 
state that the method for determining 
the discontinuous epitope must also 
be indicated in the claim, and the 
application must provide an enabling 
disclosure allowing the skilled 
person to determine whether further 
antibodies would bind this non-linear 
epitope. 

The application must also enable the 
production, without undue burden, of 
additional antibodies binding to the 
same epitope.

In addition, since an antibody defined 
in this way cannot be easily compared 
with known antibodies binding to the 
same antigen, the same principles will 
apply as discussed below in relation 
to functional features.

Reference to Functional Features
Antibodies may also be defined on 
the basis of functional features other 
than the target antigen. The new 
Guidelines list a number of examples 
of possible functional features, 
including binding affinity, neutralising 
properties, induction of apoptosis, 
internalisation of receptors, and 
inhibition or activation of receptors.

“… antibody that binds to antigen X with 
a binding affinity of greater than…”.
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“… antibody that binds to antigen X 
on the surface of a cell and induces 
apoptosis of the cell”.

If antibodies are claimed purely on 
the basis of functional features, 
then the burden of proof is on the 
applicant to show that the claimed 
antibodies are novel over prior art 
antibodies directed to the same 
antigen.

There is also a significant burden on 
the applicant in terms of sufficiency 
of disclosure for this type of patent 
claim. For example, the specification 
must provide an enabling disclosure 
across the whole scope claimed. In 
addition, the functional definition 
must allow the skilled person to 
clearly determine the limits of the 
claim. It may also be necessary to 
show that the functional features 
can be verified by a suitable method 
known to the skilled person or 
detailed in the specification. 

Indirect Definition of the Target 
Antigen
In principle, it may be possible to 
define an antibody by the indirect 
definition of a target antigen, such 
as by means of competition with a 
reference antibody.

“… antibody which competes with an 
antibody produced by the hybridoma 
cell line deposited under the accession 
number…”

There is no mention, however, of 
this particular antibody claim format 
in the new Guidelines, which is 
surprising because antibody claims in 
this format are allowable, at least in 
principle.

In general, in order to claim an 
antibody in this way, the reference 
antibody must be well-defined, for 
example, by sequence or by reference 
to a hybridoma.

3. Claims Directed to 
Antibody Production 
Method

Immunisation
An antibody may be defined by 
means of the immunisation protocol 
used to derive the antibody.

“… antibody produced by immunization 
of a non-human animal with a peptide 
of SEQ ID NO: 1.”

The use of this type of product-by-
process claim format is generally only 
allowable at the EPO if the product 
cannot be defined by any other 
means. In principle, however, this is 
not the case with antibodies, which 
can be defined by their sequences. It 
may be possible, however, in certain 
circumstances, to use this type of 
antibody claim format.

In order to avoid an allegation of 
lack of clarity in view of the inherent 
variability in this method of antibody 
production, it is likely to be necessary 
for the immunogen to be precisely 
defined.

Hybridoma 
Antibodies may be defined by means 
of a deposited hybridoma cell line 
capable producing the antibodies. 

“… antibody produced by the hybridoma 
cell line deposited under the accession 
number…”.

The EPO’s general requirements for 
deposited biological materials will 
apply.

Conclusions
The content of the new antibody-
related section of the Guidelines 
for Examination is consistent with 
our recent experience prosecuting 
antibody patent claims before the 
EPO. 

The new Guidelines are a welcome 
addition and will ensure consistency 
of approach at the EPO, and they 
will provide additional certainty for 
applicants and assist the drafting of 
antibody-related patent applications. 

It is important to remember, however, 
that as stated in the Guidelines 
themselves, “these Guidelines provide 
guidance in respect of the practice 
in proceedings before the EPO”, they 
“do not constitute legal provisions”, 
and “must be regarded as general 
instructions that may need to be 
adapted to the individual case”.

Thus, the Guidelines are simply 
guidelines. The allowable scope of 
an antibody patent claim should be 
commensurate with the contribution 
made to the art and will, therefore, 
depend on the strength of the 
supporting data and the disclosure 
of the prior art. In order to determine 
the best strategy for your particular 

circumstances we recommend 
seeking early advice.

Matthew Handley
mhandley@vennershipley.co.uk 
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ahutter@vennershipley.co.uk 
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Meet our new attorneys

With the growing requirements of our clients, we continue to increase our international presence and build upon our 
expertise. We are delighted to welcome Kirsty Simpson and Mechthild Liebelt to our team. 

We are also delighted to welcome Carine Makendi to our team of fee-earners as a biotech trainee.

Venner Shipley Client Listening 2021

As we are entering the post COVID-19 world and 
we are back on the road to some kind of normality, 
we want to take this opportunity to understand 
any changes in client expectations and anticipating 
client needs as thoughts now turn to building on 
some of the surprising opportunities the past year 
has provided. In addition to improving our service 
delivery, feedback gathered through our online 
questionnaire and a series of in depth interviews will 
also help inform our strategic decisions on where we 
need to invest and innovate our service provision to 
best support you in the future.

Watch out for an email from us or alternatively please 
email ClientListening@vennershipley.co.uk and please 
make sure to share your views!

Other news

Lockdown may have kept us away from the office but 
we have continued to stay connected, inclusive and 
sociable; supporting charities, industry-wide projects 
including IntoUniversity and the STEM Ambassadors 
projects. 

IntoUniversity
In March, IntoUniversity hosted a quiz to raise 
crucial funds for the work that they do in providing 
educational support to young people from 
underprivileged backgrounds. Two teams from Venner 
Shipley took part, and together with over 200 other 
supporters, IntoUniversity staff and more, over £5500 
was raised.

Kirsty Simpson
Partner, UK and European Patent Attorney 

Kirsty is in our Chemical and Life Sciences team and has experience of drafting patent applications, 
prosecuting them around the world and regularly handles Oppositions and Appeals before the 
European Patent Office. Kirsty’s practice covers inventions across a broad range of the biotechnology 
sector such as gene therapy, vaccines, antibodies, recombinant DNA technology, immunology, siRNA, 
sequencing and screening methods and diagnostics. Kirsty also has experience in handling SPCs and 
large freedom to operate and due diligence projects.

Mechthild Liebelt
European Trade Mark & Design Attorney, German Attorney-at-Law

Mechthild is admitted to practice before the German Patent and Trademark Office DPMA and 
the European Union Intellectual Property Office EUIPO based in our Munich office. Mechthild 
specialises in the drafting and the prosecuting of German, European and International trade marks 
and manages international trade mark portfolios, including closely cooperating with client’s trade 
mark representatives and coordinating with local attorneys on worldwide trade marks. She has 
extensive expertise in enforcing, exploiting and licensing of trade marks at national, European and 
international levels, handling proceedings at the EUIPO as well as dealing with opposition and appeal 
proceedings before the German Patent and Trademark Authorities. Mechthild also advises on non-
contentious and contentious trade mark and copyright matters and domain name disputes.
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Exam success

It has been an extremely busy few months for some of our colleagues and we are delighted to announce that their hard 
work has paid off. Eleven of our trainees passed the Queen Mary Certificate in IP Law. Over half of those with distinction! 

Congratulations not only to them but also our trainees who were successful in the UK patent exams and the pre-EQE exam.

Tasmin Bluck Alan Brunier Rachel Challands Hugh Crook William Grace

Sudhakar BrodieRory Jenkinson Mark Pearce Paola Rojas Jamie Walsh Charlotte Wilding

Alexandra Gregory

Ashleigh WaldronRunhan Luo Nusrat Rahman Monifa PhillipsRonique HossainSteven Davis

Keeping social 

Keeping in touch and having fun with our colleauges has been more important than ever over 
the last year, we have been staying connected and active as a firm, fully embracing the power of 
virtual quizzes, murder mysteries, HIIT, yoga and dance classes. 

“ In what has been a difficult year for many, we are proud 
to have continued to grow as a firm while keeping the health 

and well-being of our team always at the forefront of our 
minds. As we begin to emerge from this pandemic, we look 

forward to catching up (in-person) with all our employees, 
clients and friends alike!  

Jan Walaski, Managing Partner

”
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This newsletter is for general information for our clients. 
Its contents are not a complete statement of the law on 
any subject. Professional advice should be sought before 
any course of action is pursued.
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Help or advice
If you would like more information or advice on any of 
the topics covered in this issue please contact us. We 
will be happy to answer any of your questions.
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