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A word from the editor
Our Spring/Summer 2019 issue covers a number of interesting topics. The Institute 
of Engineering and Technology recently compiled a thought-provoking catalogue 
of “100 engineering ideas that have changed the world”. In this issue our attorneys 
discuss the IP milestones in the history of seven of the inventions from The IET’s list: 
air conditioning, microscopy, automotive, artificial hip systems, solar energy, plastics 
and 3D printing. We look at whether any IP protection was sought or obtained for each 
invention and what made them significant. 

Building on our AI team's in-depth article from the last issue, "Patenting Artificial 
Intelligence", in this edition Tom Leanse discusses how AI may have some interesting 
consequences for the patentability of new drug substances, see page 7. AI is set to 
change many aspects of technology, and this is certainly one of them.

In other patent matters, Jack Rogan looks at the world of Formula 1 on page 3 in relation to patents, and 
Kate McNamara provides an interesting insight into the issue of Crown Use in relation to a cystic fibrosis 
drug on page 13. Rob Sayer discusses some patenting issues regarding Big Data on page 21. We also have 
articles on the patentability of methods of treatment and diagnosis (Reuben Friend, page 23) and an analysis 
of Arrow declarations following Glaxo v Vectura (Paul Harris, page 8). Drafting patents to fit all the various 
requirements of patent offices around the world is not a simple task, and Sian Gill discusses the issue on 
page 11.

The President of the European Patent Office has submitted questions to the Enlarged Board of Appeal which 
relate to the patentability of plants exclusively obtained by essentially biological processes and to T1063/18. 
Matt Handley provides an update on this interesting development on page 27.

Regarding trade marks, Gloria Parmesan provides an update on EU trade marks, based on the current 
developments concerning Brexit on page 22. On page 25, David Birchall highlights the 20th anniversary of 
the Uniform Dispute Resolution Policy ("UDRP"), which was launched in 1999.

There has been significant development of GUIs in recent years, with companies refining their software 
layout, icons, animations, gesture controls and the like so that their software is pleasing on the eye and easy 
to use. As part of our series of articles relating to Graphical User Interfaces, this issue focuses on copyright 
protection, with an article from George Hudson and Joel Moss on page 1.

On a final note, as mentioned on page 20, the 2019 AIPPI World Congress is taking place in London and 
Venner Shipley is hosting a drinks reception on Tuesday 17 September 2019. Please let us know if you would 
like more information by emailing events@vennershipley.co.uk. 

We are also delighted to announce our charitable partnership with IntoUniversity, a charity which aims 
to improve the educational attainment and future prospects of young people from underprivileged 
backgrounds via high-quality and impact-driven programmes delivered through its network of learning 
centres and outreach events. Venner Shipley will work with IntoUniversity on fundraising activities and our 
attorneys will lead mentoring initiatives for young people involved with the organisation.

About Venner Shipley:

Venner Shipley is a leading firm 
of European intellectual property 
attorneys and lawyers. We are a 
modern forward-thinking firm with 

a long history and a vast amount 
of experience in relation to all 
aspects of patents, trade marks 
and IP law.
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Case law
The above principles were applied in 
Navitaire Inc v Easyjet Airline Co. & 
BulletProof Technologies Inc. (No. 3). 
In this case, Navitaire sought damages 
for infringement of their copyright in 
their ‘OpenRes’ airline booking system 
(see Fig. 1). EasyJet had previously 
obtained a licence for the OpenRes 
booking system but, in conjunction 
with Bulletproof Technologies, had 
since developed a new booking 
system, eRes (see Fig. 2). It was not 
disputed that EasyJet had wanted the 
new booking system to have a user 
interface which was substantially 
indistinguishable from the OpenRes 
system, but there was no suggestion 

In the UK, different aspects of GUIs 
can be protected under the patent, 
copyright and design systems. 
This article is the first of a series 
examining these different protection 
regimes, focusing on how GUIs can be 
protected under the copyright system.

Background to the law
The Copyright, Designs and Patents Act 
(CDPA) 1988 provides that copyright 
may subsist in eight types of original 
work: literary, dramatic, musical, and 
artistic works; films; sound recordings; 
broadcasts; and, typographical 
arrangements of published editions. 
This is an exhaustive list, meaning 
that if a work does not fit within one 
of these categories then it is not 
eligible for copyright protection under 
UK law. As we will see below, certain 
aspects of GUIs may fall within the 
definition of ‘literary’ and ‘artistic’ 
works and therefore qualify for 
copyright protection. 

Copyright protection subsists 
automatically, meaning that it is not 
necessary to register for protection 
or pay any official fees, and therefore 
copyright can provide an inexpensive 
means of protecting GUIs. In addition, 
the term of copyright protection in 
literary and artistic works is (usually) 
the lifetime of the author of the work 
plus a further seventy years. This is 
significantly longer than the twenty 
year term of patent protection and 
the twenty five year term of registered 
design protection. A downside of 
relying on copyright protection is that 
it is necessary to show that an infringer 
copied the work. Copyright law would 
provide no protection if a third party 
independently conceived the same GUI.

Literary works
EU Directive 2009/24/EC on the legal 
protection of computer programs 
(previously Directive 91/250/EC, known 
as the ‘Software Directive’) requires 
that Member States treat computer 
programs as literary works, wherein 
‘computer programs’ refers to the 
underlying software code. This means 
that the underlying software code of 
a GUI is potentially protectable under 
the UK copyright system, providing 
that the code is original. Clearly, in 
situations where an unauthorised third 
party copies the software code of an 
original GUI and implements identical 
code for their own interface, this will 
be an infringement of the copyright in 
the literary work. However, it is often 
possible to reproduce the look of a GUI 
using very different code, in which case 
this may well circumvent copyright 
protection in the literary work.

Artistic works
Original visual elements of GUIs, 
for instance, icons, graphics and 
screenshots, are protectable as 
artistic works. Copyright protection 
of the more general ‘feel’ of a GUI is 
more difficult for two reasons. Firstly, 
copyright does not extend to the 
protection of an idea, but only how 
an idea is expressed (this is often 
referred to as the idea-expression 
dichotomy). Therefore, the ‘feel’ of 
a GUI is too abstract to be afforded 
protection. Secondly, the ‘feel’ of a 
GUI would not fall within one of the 
eight categories of work as defined in 
the exhaustive list of the CDPA 1988 
and therefore would not qualify for 
copyright protection in the UK.

Graphical User Interfaces 
– copyright protection
There has been significant development of Graphical User Interfaces (GUIs) in 
recent years, with companies refining their software layout, icons, animations, 
gesture controls and the like so that their software is pleasing on the eye and 
easy to use. In fact, mobile phone manufacturers are now so confident that their 
devices are intuitive to operate that mobile phones are no longer boxed with 
any instruction manual on how to use the software. It is therefore important 
that companies are able to protect the substantial investment in their GUIs.

Figure 1

Figure 2

All images sourced from: http://www.bailii.org/
ew/cases/EWHC/Ch/2004/1725.html 
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that Easyjet had copied any of the 
OpenRes code. Instead, Navitaire 
alleged that by producing a user 
interface having the same ‘look and 
feel’ as OpenRes that there had been 
‘non-textual copying’ of their software.

The UK High Court held that the 
provisions of EU and UK law providing 
copyright protection for software (the 
Software Directive) as a literary work 
did not extend to the ‘look and feel’ of 
computer programs, which represents 
an idea rather than the expression 
of the idea, these provisions being 
limited to protecting the underlying 
computer code. Unsurprisingly, since 
there was no suggestion that Easyjet 
had copied the OpenRes code, literary 
copyright in the OpenRes software 
was found not to have been infringed. 
However, the court found that a 
number of the GUI screens were 
protected as artistic works, as were 
the icons included in these screens 
(see Fig. 3), being, in the judge’s words, 
‘plainly copyright works’. Easyjet were 
found to have copied these visual 
aspects and therefore infringed 
Navitaire’s copyright.

In addition to the finding that certain 
aspects of GUIs are protectable as 
artistic works, several other lessons 
can be taken from this case. Firstly, 
it is stipulated in the CDPA 1988 
that copyright can only subsist in 
a work that has been recorded, 
for example, written down or 
documented in drawings or a sound 
recording. However, the GUI screens 
of the OpenRes software were solely 
recorded in the computer code 
that displayed them, and not in any 
other form. The judge considered 
the representation in code to be 
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“copyright does 
not extend to the 
protection of an idea, 
but only how an idea 
is expressed

”

is defined. If technical function is 
defined broadly, e.g. as enabling 
interaction with a device for a 
particular purpose, then relatively 
few elements could be considered 
to be dictated by function, as 
many alternatives exist. However, 
if technical function is construed 
more narrowly, e.g. enabling users 
to interact with the device in the 
most intuitive way, then many more 
design choices could be considered 
to be dictated by function. The CJEU 
left it to the national courts to make 
this assessment, and, as of yet, 
there is little guidance from the UK 
courts or CJEU as to how ‘technical 
function’ in relation to GUIs should be 
interpreted. 

So, what practical steps can be taken 
to increase the eligibility of a user 
interface for copyright protection? 
Keeping records of the design choices 
made during development of the 
GUI, and any alternatives considered, 
may be useful in demonstrating the 
creativity involved in the development 
and that they were not solely dictated 
by technical concerns. Documents 
relating to aesthetic considerations 
are likely to be particularly useful. In 
the often ad-hoc process of software 
development it may be difficult to 
maintain such records, but doing so 
could be helpful to securing copyright 
protection.

Stay tuned for our next article, in 
which we will explore the extent to 
which GUIs may be afforded design 
protection.

George Hudson
ghudson@vennershipley.co.uk 

Joel Moss
jmoss@vennershipley.co.uk 

adequate for the protection of the 
screens as artistic works. Therefore, 
while it may be advisable to record 
GUIs as images and in design 
drawings, the underlying code of 
a GUI should be sufficient for it to 
attract copyright protection as an 
artistic work. 

Another interesting point is that 
the GUI screens in question were 
composed of basic elements provided 
by an interface builder program, 
with Navitaire’s contribution being 
the arrangement of these elements. 
The judge found that arranging these 
basic elements represented sufficient 
skill and labour in order to entitle the 
screens to artistic copyright. Given 
that many GUIs are arrangements 
of such basic elements, it will be a 
relief to software developers that this 
aspect of GUIs is eligible for copyright 
protection.

OpenRes Schedule 
Planning

Figure 3

eRes Fares and 
Scheduling

In a later case, Bezpecnostni 
Softwarova Asociace v Ministerstvo 
Kultury C-393/09 (‘BSA’), the Court of 
Justice of the European Union (CJEU) 
also concluded that the provisions of 
EU law affording copyright protection 
to software code did not extend to 
the visual aspects of GUIs. The CJEU 
held that such visual aspects of 
GUIs may still be afforded copyright 
protection where the GUI is its 
‘author’s own intellectual creation’, 
which is the continental approach 
to assessing whether a work is 
sufficiently original to merit copyright 
protection. Following from this, the 
CJEU further noted that any aspects 
of the GUI which are solely dictated 
by their technical function cannot be 
considered to be their ‘author’s own 
intellectual creation’ as they do not 
allow the ‘author’ to express their 
creativity in an original manner.

The explicit exclusion of elements 
dictated by technical function may 
make it more difficult to demonstrate 
the necessary creativity to merit 
copyright protection, although this 
depends on how technical function 
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Formula 1 (F1) is the highest class of single-seater 
automobile racing sanctioned by the Fédération 
Internationale de l’Automobile (FIA).
The ‘formula’, or set of rules, includes 
cars with ‘open’ cockpits, augmented 
by a ‘Halo’ introduced to improve 
driver safety, open wheels, which can 
cause nightmares for aerodynamicists, 
and 1.6 litre V6 turbo-charged engines 
with Energy Recovery Systems, which 
are relevant to current road cars. 
 

Competition and 
innovation
The racing series is extremely 
competitive with some of the best 
engineers and drivers battling it out 
to win the championship. Margins 
in the world of F1 are measured in 
thousands of a second, millimetres, 
and grams. Therefore, any advantage 
that can be gained can have a 
dramatic effect on a turn, a race, or a 
championship.

As a result, teams of engineers 
work around the clock to maximise 
performance by optimising individual 
elements on the car and by exploiting 
any loophole in the regulations to 
invent new solutions to give their 
team and driver the edge.

Yet, there does not appear to be a 
public patent war going on alongside 
the F1 circus as it moves around the 
world. It may be surprising to some to 
find out that Ferrari and Mercedes F1 
teams are not locked in a perpetual 
patent war in a bid for supremacy 
over the automobile racing world. 
On the face of it, F1 appears to be 
exactly the type of environment that 
would be a breeding ground for new 
ideas and patentable inventions. 
It has cutting edge technology, 
monetary resources in the hundreds 

of millions, and some of the brightest 
minds in the world.

So, why are there no Apple v Samsung, 
or Motorola v Microsoft style patent 
litigation suits? Does this mean 
that F1 is not a driving force behind 
Intellectual Property and innovation?

As one can imagine, the answer is 
a complex one with many reasons 
why F1 teams do not appear to be 
locked in litigation battles or even 
constantly filing patent applications 
for new inventions which make the F1 
cars go faster. However, just because 
we are not aware of patent filings 
which result from the innovation of F1 
engineers, it does not mean that the 
patents to do exist or have not had an 
impact on our day to day lives.

Regulations
The most common reason given for a 
lack of patents in F1 is based on a blog 
by James Allen, an F1 correspondent, 
who quoted a “Senior F1 Engineer”. 
It is said that the reason given is “…
because if a team takes out a patent 
on a design, that then locks in an 
advantage the other teams cannot 
access. Therefore the other teams 
will simply vote it out through the FIA 
Technical Working Group process by 
the end of the season in question”.

Essentially, the world of F1 wants 
as many cars competing for the 
win as possible to keep the sport 
entertaining. Therefore, there are 
regulations in place to keep the 
playing field level. These regulations 
mean that if an F1 team were to try 
and enforce a patent, the patented 

technology would be ruled illegal by 
the FIA, and then even the patent 
holder would not be able to use their 
patented technology in a race.

So, one of the main factors for the 
lack of patent disputes in the world 
of F1 is not that the teams are being 
overly sporting and allowing each 
other to use their latest technology. 
On the contrary, the lack of patent 
disputes is down to the fact that the 
teams in the sport are not able to 
benefit from a patent in the same 
manner that their parent companies 
would outside of the sport in the real 
world. Therefore, based on the above, 
it does not seem like there is much 
point in an F1 team obtaining a patent 
to protect its inventions.

Time sensitivity
Even though the FIA’s regulations 
provide a get out of jail card for 
F1 teams who may face patent 
infringement proceedings, the 
regulations are not the only issue with 
the patent system in the fast-moving 
industry of F1.

Another problem facing F1 teams 
and their intellectual property is the 
time period involved in obtaining an 
enforceable patent. 

Consider, for example, Ferrari 
invents an electrically-operated 
turbocharger in which the turbine and 
the compressor are not mechanically 
linked by a shaft, as shown in Fig. 1.  
Now imagine that this new 
turbocharger is legal in terms of the 
formula and allows the Ferrari engine 
to produce more power worth a tenth 
of a second per lap whilst improving 
component reliability. Clearly, such 
an invention would give Ferrari an 
advantage over the field which would 
be copied by rivals.

Formula 1: 
a driving force behind 
intellectual property?
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In order to maintain their advantage 
at every race of the season, Ferrari 
would need to obtain a granted 
patent in at least each territory 
which hosts an F1 race. Just some of 
the territories include, for example, 
Australia, Brazil, China, France, 
Mexico, the UK, and the US.

The patent applications could be 
filed individually in each country or, 
perhaps more conveniently, centrally 
using the PCT. However, Article 21 (2)
(a) PCT states that “the international 
publication of the international 
application shall be effected promptly 
after the expiration of 18 months from 
the priority date of that application”. 
Similar clauses can be found in the 
legislation of other jurisdictions, 
for example Article 93 (1)(a) of the 
European Patent Convention.
 
Therefore, publication of the patent 
application will usually occur after 
the season has finished, as can be 
seen from the example timeline in 
Fig. 2. As a result, Ferrari would have 
no patent rights to enforce and not 
even any provisional protection for a 
season and a half. Ferrari would have 
to request early publication in each 
territory or under the PCT to bring 
publication forwards. In any case, full 
patent rights in one territory would 
not be obtained until grant of the 
application in that territory. In any 
case, it could take Ferrari 2 years or 
more to obtain all the protection they 
need.

In the time taken to obtain the 

patents, the F1 world will likely 
have moved. This could be due to 
an invention by another team that 
means the Ferrari turbocharger is no 
longer the advantageous solution it 
was two years ago. Alternatively, this 
could be due to a rule change which 
effectively outlaws the electrically 
operated turbo-charger. In either 
case, the patent may not be of any 
use to the F1 team itself.

Patentability and 
disclosure
A further reason that there appears 
to be a lack of patent activity within F1 
is that some of the inventions are not 
patentable. Take, for example, a front 
wing of an F1 car. Some consider them 
engineering masterpieces – others 
monstrosities. However you view the 
front wing, a lot of time and detail 
goes into perfecting it. So much so, 
that some teams update this part of 
the car every few races: an occurrence 
which is more likely this year given 
the latest raft of aero changes to the 
formula and the different concepts 
opted for by the teams.
 

However, although the front wing 
is updated frequently, the update 
is normally just an iteration, or 
optimisation, of the previous wing 
– possibly a change of angle of an 
endplate or a widening of a flap slot 
gap. Such iterations are unlikely to get 
over the inventive step hurdle.

Often aerodynamic changes need to 
be tested in the real world to make 
sure that the airflow is behaving 
as it should or as it did in the wind 
tunnel tests or as determined using 
Computational Fluid Dynamics (CFD) 
software. And given F1's lack of 
behind closed doors testing, any new 
component bolted onto a car is likely 
to be snapped by photographers and 
discussed by bloggers from around 
the world. This instant disclosure, 
especially of visible components, 
means that if a team were to obtain 
a patent, they may have to file an 
application before the effectiveness 
of the component has been verified in 
the real world. This is not a risk many 
businesses are likely to take and so 
we probably should not expect any 
different from the F1 teams.
 
An invention like the “new” 
turbocharger mentioned above may 
possess novelty and the inventive 
step required to obtain a patent. 
Nevertheless, the team has to balance 
the commercial value that the patent 
may bring – it is unlikely that family 
road cars will require an F1 front wing 
– against disclosing to competitors 
exactly how the invention works.

In order to obtain a granted patent 
the application must provide an 
enabling disclosure. This means a 
person skilled in the art must be 

“On the face of it, F1 appears to be exactly 
the type of environment that would be 
a breeding ground for new ideas and 
patentable inventions.

”
Fig. 1 Drawing from EP 3,348,819 showing an 
electrically operated turbo charger.
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The inerter works by being attached 
at one end to the car body and at the 
other end to the wheel assembly. 
A plunger slides in and out of the 
main body of the inerter as the car 
moves up and down which causes 
the rotation of a flywheel inside the 
device in proportion to the relative 
displacement between attachment 
points. 

It was first run on the McLaren 
car in 2005 and offered improved 
mechanical grip and handling. It is 
now supplied by Penske to each F1 
team.

The inventor, Professor Smith, had 
previously worked with Williams F1 on 
its active suspension system, which 
was so advantageous that active 
systems were banned from F1. It is 
clear that Smith’s involvement in F1 

5

It is known that engineers do often 
move between the teams, albeit 
after a long gardening leave period, 
and so a transfer of ideas, or at least 
philosophies, is likely to be a common 
theme even if specific technical data is 
not taken.

Hidden patent applications
Just because trade secrets form 
a large part of the way F1 teams 
protect their Intellectual Property 
does not mean that they do no file 
patent applications to protect their 
innovations.

Particularly, the filing of patent 
applications by F1 teams takes place 
on inventions which they believe will 
be commercially successful. This is 
especially true for technology that 
can be adapted or filtered down into 
high performance road cars and 
now it is becoming more common 
in road cars. In some cases, the 
technology patented by F1 teams 
is often a known technology which 
has had limited success but is then 
repurposed or “perfected” and at this 
stage it can then be fed back into our 
day to day lives.

However, for a number of reasons 
including complex company structures 
and collaborations between F1 teams 
and other companies, the patents 
themselves can sometimes be tricky to 
find. As patenting an invention leads 
to the opening up of knowledge to 
competitors, the teams try to hide the 
applications by using unusual titles 
or applying for the patent using the 
parent company's name so that the 
invention ‘hides in plain sight’ or by 
using an associated subsidiary, etc., to 
hide the application.

For example, searching Scuderia 
Ferrari, the F1 team, in a patent 
database will return no results but 
searching Ferrari SPA will return over 
1,000. Similarly, Williams F1 team will 
often file under Williams Advanced 
Engineering, and McLaren F1 under 
McLaren Automotive Group. This can 
make sorting inventions made by 
the larger company and inventions 
derived from F1 teams difficult to 
differentiate. Furthermore, teams 
like McLaren have companies, such 
as McLaren Applied Technologies, 
through which technology perfected in 
F1 is repurposed or applied to provide 
solutions for problems in sectors 
other than racing and in some cases 
even outside the automotive sector.

F1 patents
F1 has given us carbon fibre 
monocoques, “flappy paddle” 
semi-automatic transmissions, 
sequential transmissions, improved 
control electronics for anti-lock 
brakes, traction control, and 
engine management, as well as 
improvements in fuel efficiency, 
aerodynamics, and energy recovery 
systems.

Although patent applications for 
inventions from F1 can be difficult 
to find and identify, there are some 
applications which are regarded at F1 
technology which either has or will 
filter down into road cars.

One of these examples is EP 1,402,327 
B2. The patent relates to a mechanical 
device known as an inerter, a third 
element in a suspension system 
alongside the springs and shock 
absorbers, as shown in Fig. 3. For 
years, the device was kept secret 
using a non-disclosure agreement 
between Cambridge Enterprise and 
McLaren, who referred to using the 
codename “J-damper”. 

able to work the invention i.e make 
and use from the teaching of the 
application. In the F1 environment, 
where the slightest advantage over 
a rival can win you a race, and where 
a patented invention can be ruled 
illegal to maintain a level playing 
field, competitors do not want to 
help each other by publicly disclosing 
their inventions if they can help it, 
as the disclosure can be advanced 
upon by competitors and especially 
because there is no guarantee of 
grant. Therefore, the enablement 
requirement of a patent can deter a 
team from filing an application.

Consequently, the combination 
of the FIA’s regulations, and the 
issues surrounding time sensitivity, 
patentability, and disclosure means 
that the teams must find a different 
way to enjoy the advantage of their 
invention whilst preventing their 
competitors from using it, or even 
knowing about it.

Trade secrets
The way in which F1 teams generally 
choose to protect their inventions 
is through trade secrets. Article 39 
of the TRIPS Agreement defines a 
trade secret as information which is 
not generally known or accessible to 
persons within circles who normally 
deal with that kind of information, 
which has commercial value because 
it is secret, and which has been subject 
to reasonable steps to keep it secret.

In this way, the teams do not have to 
disclose any information about the 
innovations, especially ones that are 
hidden away under the body work. 
The teams go to great lengths to keep 
their information secret, from using 
screens and covers at the race track to 
hide the physical car, to team issued 
encrypted USB devices to prevent 
digital data and designs being leaked. 
Therefore, unless there is a breach 
of confidence or some unfortunate 
accident which exposes the inner 
workings of a car, the teams are able 
to keep inventions under wraps. 
 
The pitfall with trade secrets, is that, 
well, people tell secrets and F1 has 
been no stranger to spying scandals. 
There was “Spygate” back in 2007 
which involved McLaren, Ferrari, and 
Renault. Even more recently, one 
team accused an employee of taking 
technical files with him before his 
move to a rival team, which in the end 
did not materialise. 

Fig. 3 Drawing from EP 1,402,327 showing a 
mechanical device for use in the control of 
mechanical forces.
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helped to identify the problem he has 
solved with his inerter, especially with 
the banning of the active systems.

Since Professor Smith’s inerter, F1 
has made some developments of its 
own. Lotus Renault GP, the team that 
existed before the current Renault 
F1 team, filed an application, WO 
2011/089373, directed towards a fluid 
inerter comprising piston acting on a 
fluid in a feed line between opposing 
sides of the piston. In this invention 
the inertial reaction is provided solely 
by the fluid such that a flywheel 
arrangement is no longer needed.

Another of the well-known F1 patents 
is a KERS patent, GB 2,469,657 (B) 
or EP 2,422,110 (B1), titled “Flywheel 
Assembly”. It was filed by Williams 
Hybrid Power Ltd, which was a 
division of the company which owned 
Williams F1. This is one of the earlier 
patents relating to the Kinetic Energy 
Recovery Systems, and was part of a 
large patent portfolio. The portfolio 
was sold in 2014 to GKN with a 
view to developing the technology 
for public transport. Variations and 
developments of such KERS systems 
can be found on performance sports 
cars.

In addition, the current V6 hybrid 
turbo engine formula has made large 
strides in Energy Recovery System 
performance, using kinetic and heat 
energy, to the point that Mercedes 
claims to have broken the 50% 
thermal efficiency mark. The engine 
formula was chosen for just this 
reason – to be relevant to road cars so 
that developments will find their way 
onto road cars. Perhaps we will see 
technology patented by Mercedes on 
their road cars soon – maybe patented 
split turbocharger technology: an idea 
taken from Daimler’s truck division?
 

F1 collaborators
It is not only the teams that compete 
in F1 which have inventions to protect 
using patents. Each F1 team works 

closely with a number of partners 
or sponsors towards achieving the 
goal of winning. This can be through 
technical partnerships, for example, 
between Mercedes and Petronas in 
developing fuels for more efficient 
combustion or improved lubricants. 
One example from the Mercedes-
Petronas partnership is an oil, 
Petronas Syntium, which becomes 
denser as it heats up, supposedly 
“defying the laws of physics”.

Mercedes, together with Daimler, 
have also produced an innovative 
NANOSLIDE® coating for engines 
which is protected by over 40 patents. 
The extremely thin, low-friction 
coating reduces friction between 
cylinders and the engine block which 
saves fuel.

Another of Mercedes' partners Epson 
holds over 50,000 patents worldwide 
and files around 4,000 new patent 
applications a year. Mercedes uses 
products containing these patented 
products and methods to help in the 
design and build of a championship 
winning car.

Brembo, the brake disc manufacturer, 
has over 400 patent families based 
around new materials and component 
design, many of which result from 
meeting the deceleration and 
temperature requirements of F1 cars.

It is not just automotive engineering 
collaborations which yield inventions 
in F1. Partnerships between F1 teams 
and clothing or fitness equipment 
companies also produces patentable 
inventions. For example, Williams' 
partnership with Cybex, a fitness 
equipment manufacture with over 
90 patents, provides the drivers 
with some of the best equipment to 
physically prepare their bodies for a 
race. 

Renault also previously partnered 
with Athletic Propulsion Labs, an 
athletic footwear and apparel 
company. APL developed shoes at the 
front of footwear technology for the 
team to wear. You may think shoes 
have nothing to do with F1, but a 
mechanic who works around the clock 
would be glad to have lightweight, 
luxury shoe protecting their feet. 
APL’s Load N’ Launch® technology 
helps increase vertical leap, which 
may be of particular use to a front 
jack man facing an F1 car that has 
overshot its marks!

Even Pirelli, the sole tyre supplier for 
F1 since 2011, has a back catalogue 
of patents which has no doubt 
been bolstered by the innovations 
and expertise gained from having 
to produce compounds which 
are capable of withstanding the 
conditions forced upon them by an F1 
race.

Technology trickle down
As you probably know, all these 
technologies are starting to make 
their way onto road cars. Hybrid 
cars can be found everywhere, their 
energy recovery systems benefitting 
from the knowledge and research of 
F1. Even, carbon-ceramic brake disks 
are making it onto sports cars.

As the hybrid turbo era of engines 
continues, the progress made by F1 
teams is of particular importance to 
today’s road cars. So, we can expect 
the time from F1 conception to 
inclusion in the everyday road car to 
shorten.

In conclusion, it is clear that F1 is a 
driving force behind innovation in 
the automotive sector, and outside of 
it. However, due to the use of trade 
secrets to protect most inventions, 
and how difficult it is to determine 
whether a patent application is 
derived from F1 innovation, the exact 
size of that force is difficult to quantify 
from a look at the patent register.

Formula E
One area of motorsport racing in 
which patent filings does show 
how motorsport drives innovation 
is Formula E. In the last few years, 
advances in electric vehicle technology 
has led to a new “Gen-2” car. The 
advances in the technology associated 
with Formula E is backed up by the 
number of patent filings by the teams 
participating in the thousands.

This is perhaps a topic to be discussed 
in more detail in a later issue.

Jack Rogan
jrogan@vennershipley.co.uk

Fig. 4 Drawing from WO 2011/089373 
showing a cross-sectional representation of a 
fluid inerter.
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“Is it possible that AI 
will make it harder to 
obtain patents for new 
chemical entities in 
the pharmaceutical 
field?

”

company might even choose to 
forego a patent application for the 
compounds per se, keep the structure 
of the clinical candidate secret, and 
wait until further data are available 
before filing patent applications. That 
strategy would have the advantage 
of removing one of the key pieces of 
prior art which is currently available 
to cite against medical use and 
dosage patents, namely the patent to 
the compounds per se. 

The potential of AI to weaken patents 
for innovative drug substances 
may mean that pharmaceutical 
companies, who will be essential 
in the development and validation 
of the next generation of in silico 
drug development models, have an 
incentive not to make those models 
too good (or at least not to disclose 
how good they are). If AI never 
gets to the point where new active 
compounds can be identified without 
inventive skill, then the innovator who 
develops the active compounds can 
be reasonably confident that they 
will be entitled to a patent for those 
compounds. 

On the other hand, and looking 
even further ahead, if AI can take 
the pharmaceutical industry to the 
point where fewer clinical candidates 
fail, and the R&D cost per successful 
drug falls, then there could perhaps 
be a fundamental re-shaping of the 
industry and its relationship with 
patents.

Tom Leanse
tleanse@vennershipley.co.uk 

The amount of time, money and 
expertise required in order to take the 
output of a virtual screen and provide 
a drug with marketing authorisation 
is prodigious. The extent to which AI 
will in future be able to reduce the 
considerable gap between current 
virtual screening techniques and a 
marketable pharmaceutical product 
is unclear, but with many big pharma 
companies investing in AI it seems 
likely that powerful new in silico 
models will have a role to play in 
shaping the drug discovery landscape. 

One trend that has been seen in the 
past is that as automation becomes 
more reliable, the threshold for 
patentability, particularly inventive 
step, becomes higher. For example, 
European Patent Office examiners 
will often refer to the skilled person’s 
familiarity with routine methods of 
salt form and polymorph screening 
in an attempt to deny an inventive 
step for inventions relating to these 
specific forms of drug substances. Is 
it possible that AI will make it harder 
to obtain patents for new chemical 
entities in the pharmaceutical field? It 
would certainly represent a significant 
shift in practice if the EPO were to 
view new compounds with good 
pharmacological activity as merely the 
result of routine screening methods. 
However if that one day becomes a 
reality due to advances in AI, then it 
does not seem wholly implausible to 
suggest that the bar for inventive step 
could be raised.

Artificial  
intelligence  
and drug discovery
Artificial Intelligence (AI) may have some interesting 
consequences for the patentability of new drug 
substances. Virtual screening techniques, in which 
a computer model attempts to identify compounds 
which are likely to bind to a particular biological 
target, have for many years been part of the drug 
discovery process.

If the bar is raised, and it becomes 
harder to obtain patents for a 
new chemical entity, then what for 
originators? There is likely to be 
IP in the AI used to identify lead 
compounds, and exclusivity for 
the best AI would clearly provide a 
drug company with a competitive 
advantage. However having patents 
for the AI will not replace the need 
to have patent protection for the 
drug product itself. If patents for new 
chemical entities become easier to 
refuse or revoke, then the current 
jewels in the crown of the originator’s 
patent portfolio may be relegated to 
second-tier IP. 

In this hypothetical world, patents 
directed to inventions which are 
made during the course of further 
investigations, such as medical uses, 
dosage regimes, etc., may become 
more important than patents for 
the compounds per se (at least for 
as long as predicting the results of 
those investigations remains beyond 
the capabilities of AI). Under those 
hypothetical circumstances, a drug 
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In one case, they were on the 5th 
divisional application.

What AbbVie sought to achieve was 
the uncertainty that Fujifilm’s generic 
product under the original granted 
patent, might inevitably infringe 
something in the other patent families 
and their divisionals, particularly if 
the dosage regime was different, for 
example. It was for this reason that 
Fujifilm sought a declaration that their 
product, at a specific date (in this case 
the priority date of the original parent 
application), was old and obvious 
even though there was no issue 
relating to the validity of a granted 
patent, as required under Section 74 
of the Patents Act 1977.

Arnold J. stated he could make such a 
declaration and granted Fujifilm the 
relief sought. AbbVie subsequently 
appealed. 

In essence, the Court of Appeal 
approved the approach in Arrow 
Generics v Merck & Co [2007] in 
accepting that it is possible for 
an English Patents Court to grant 

The purpose of this briefing note is to raise awareness of the increasing use of 
Arrow declarations, following on from the Fujifilm v AbbVie decision, which was 
handed down on 12th January 2017 in the Court of Appeal.

The latest case of Glaxo v Vectura 
([2018] EWHC 3414 (Pat)) looks at the 
approach being taken by the English 
Patents Court and seeks to learn 
lessons from this. To this extent, it is 
hoped that patent prosecutors and 
litigators alike will find something 
useful to help in their everyday 
practices.

Fujifilm v AbbVie –  
a reminder 
In what is probably an extreme 
case, Abbvie sought to extend 
the protection of its blockbuster 
HUMIRA drug which treated various 
inflammatory diseases, beyond the 
SPC expiry date of 15 October 2018. It 
did so by filing numerous applications 
in respect of various dosage regimes 
essentially for the same compound. 
However, shortly before the Patents 
Court was due to consider the issue of 
validity and infringement, AbbVie filed 
a subsequent divisional application, 
and subsequently they would either 
disapprove the text or de-designate 
the EP(UK), so that the Patents Court 
never had sight of a granted patent. 

such declarations. They therefore 
dismissed AbbVie’s appeal.

Glaxo v Vectura
The facts 
This case revolved around two sets of 
patents (the “Patents”) for a method 
of making particles for use in a 
pharmaceutical composition, and a 
method of preparing microparticles 
for use in pharmaceutical 
compositions for inhalation. In 
essence, the first group of patents 
claimed methods of making 
“composite active particles” and the 
second group related to methods 
of making “microparticles” which 
exhibited and delayed dissolution. 
Both groups of patents had in 
common the use of magnesium 
stearate to form the composite active 
particles. All of the patents had a 
priority date of 30th November 2000, 
which was not challenged.

On 5th August 2010, Vectura 
granted Glaxo a licence in respect 
of a specific patent (“the Staniforth 
patent”) and any patents deriving 

An analysis  
of  Arrow  
declarations  
following  
Glaxo v Vectura

www.vennershipley.co.uk



from it (which the judge referred 
to as “the Staniforth Patents”). The 
licence provided for royalties, which 
Glaxo paid (a “substantial” amount 
according to the judge) as well as an 
additional class of patents referred 
to as the “Non-Assert Patents”, over 
which Glaxo had an option to take a 
licence. 

The Staniforth Patents expired on 
31st January 2016 and subsequently 
Glaxo stated it did not require a 
licence under the Non-Assert Patents.

In July 2016 Vectura brought 
proceedings against Glaxo in the USA 
for infringement of the US equivalent 
to the Non-Assert Patents. The 
following year, in June 2017, Glaxo 
brought the present proceedings 
for invalidity (on the grounds of 
obviousness and insufficiency), as 
well as seeking the Arrow declaration.  
Vectura claimed Glaxo infringed 
the two group of patents by the 
sale of dry powder inhalers (“DPIs”) 
containing the active ingredients 
vilanterol trifenatate (‘vilanterol’) 
and/or umeclidinium bromide 
(‘umeclidinium’) which are used to 
treat asthma and chronic obstructive 
pulmonary disease (“COPD”), and sold 
under the trade mark ELLIPTA. 

In seeking invalidity of the two 
groups of patents on the ground 
of obviousness, Glaxo relied on 
three pieces of prior art: the original 
Staniforth patent and two further 
patents (Keller and Musa) both 
relating to DPI’s. Glaxo also sought 
the Arrow declaration based on all 
three patents (although this was 
primarily the Staniforth patent, the 
Musa patent was the one the judge 
concentrated on). An interesting 
point for practitioners to note is 
that at the time of the trial, in the 
EPO, one patent had already been 
upheld by the Opposition Division 
(following opposition by a third party), 
two were opposed by Glaxo but the 
proceedings were ongoing, a fourth 
had been upheld with amended 
claims (again following opposition by 
a third party) but the decision was 

under appeal, and one patent had yet 
to be opposed. 

Glaxo claimed that the process they 
followed to manufacture its ELLIPTA 
product was an obvious modification 
of Musa (and also Staniforth and 
Keller).

In carrying out experiments designed 
to establish infringement (which also 
proved key in respect to the finding 
of non-obviousness) reference was 
made to the claims of the Patents in 
which there was a requirement to 
have an additive material (in this case 
magnesium stearate) present as a 
coating on the active substance. None 
of the experiments or the subsequent 
analysis and results established that 
the magnesium stearate coated 
the active substance. That meant 
that neither Glaxo’s processes nor 
products infringed the Patents.

The flip side of that coin was the 
reason why the judge found that the 
Patents were not obvious in the light 
of the three cited prior art patents, 
namely, because following the 
teaching of the cited patents did not 
produce a product failing within the 
claims of Vectura’s Patents. 

The Court’s other findings 
In addition to finding there was no 
infringement, and the non-obvious 
finding over the cited prior art, the 
judge also found that all the patents 
were invalid on the ground of 
insufficiency.

The Arrow declaration
The crux of Glaxo’s case in respect 
of the Arrow declaration was that 
while vilanterol and/or umeclidinium 
were not known to be active 
pharmaceutical ingredients (APIs) as 
at the priority date, nevertheless that 
did not matter because once they 
were known it was obvious to apply 
the process for use with a DPI.

As Arnold J considers the law in this 
area, his reasoning from the case is 
set out below. 
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“The law 
241 An Arrow declaration is, in effect, 
a declaration that, as of a particular 
date, a party has a Gillette defence 
against claims of infringement of later 
patents. The relevant legal principles 
have been recently considered in the 
Fujifilm v AbbVie litigation. 

242 The jurisdictional position was 
summarised by Floyd LJ delivering the 
judgment of the Court of Appeal (cited 
above) at [98] as follows: 

 “… we do not consider that there 
is any issue of principle which 
prevents the granting of Arrow 
declarations in appropriate cases. 
Drawing the threads together: 

i A declaration that a product, 
process or use was old or 
obvious at a particular date does 
not necessarily offend against 
s.74 of the Act. 

ii Such a declaration may offend 
against the Act where it is a 
disguised attack on the validity 
of a granted patent. 

iii Such declarations do not offend 
against the scheme of the EPC 
or the Act simply because the 
declaration is sought against 
the background of pending 
divisional applications by the 
counter-party. 

iv On the other hand the existence 
of pending applications cannot 
itself be a sufficient justification 
for granting a declaration. 

v Whether such a declaration is 
justified depends on whether 
a sufficient case can be made 
for the exercise of the court's 
discretion in accordance with 
established principles.” 

243 The principles upon which the 
Court will grant such discretionary 
relief were subsequently considered 
by Henry Carr J in Fujifilm Kyowa Kirin 
Biologics Co Ltd v AbbVie Biotechnology 
Ltd [2017] EWHC 395 (Pat), [2018] RPC 
1 at [365]-[371]. In summary, he held 
that the Court must consider: 

“patent attorneys ... have to be happy that 
what a client is claiming is the invention 
is supported by ‘real’ evidence

”
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i justice to the claimant; 

ii justice to the defendant; 

iii whether the declaration will 
serve a useful purpose. The 
attainment of commercial 
certainty in patent cases can 
constitute a useful purpose. The 
spin-off value of a judgment in 
other countries may be such a 
factor, but a declaration sought 
solely for the benefit of foreign 
courts will rarely be justified; 
and 

iv whether or not there are any 
other special reasons why the 
court should or should not grant 
the declaration. 

244 At an earlier stage of this case 
Vectura applied to strike out Glaxo’s 
claim for an Arrow declaration. The 
application was granted by HHJ Hacon 
sitting as a High Court Judge, but his 
decision was reversed by the Court of 
Appeal: Vectura Ltd v Glaxo Group Ltd 
[2018] EWCA Civ 196. Floyd LJ, with 
whom Birss J agreed, held: 

“25 The jurisdiction to grant 
an Arrow declaration is … 
discretionary. Identification 
of a relevant application is a 
necessary but not sufficient 
condition for an application for 
such relief. It is necessary to go 
further and examine whether it 
would serve a useful purpose. 
The point being made by 
paragraphs 98(iv) and 98(v) in 
Fujifilm is the contrast between 
a remedy which depends only 
on the existence of a patent 
(or application) and one whose 
availability turns on a critical 
examination of the purpose 
which its grant would serve. 

30 There is no dispute that the 
declaration must be formulated 
with clarity. The facts ultimately 
declared by the court must be 
clear, otherwise the declaration 
will simply give rise to further 
dispute and defeat the purpose 
for which it is granted. The 
declaration [i.e. the declaration 

sought] must also be clear so 
that the court can know what 
technical issues it has to decide. 
The declaration must therefore 
identify the combination of 
features of the products and 
processes in question on which 
the assessment of obviousness 
is to take place. 

34 … It is clear from Arrow and the 
subsequent cases that there 
is no requirement that the 
declaration should identify all 
the features of the product or 
process. …"”

In essence, if a manufacturer’s 
process or product is alleged to 
infringe, provided the manufacturer 
can establish that what he is doing 
is no more than what was known 
or done before, or with an obvious 
modification, then either there is no 
infringement or else the patent is 
invalid as it covers what was already 
known. This is a Gillette defence 
(named after the case it was first used 
in namely Gillette Safety Razor Co v 
Anglo-American Trading Co Ltd (1913) 
30 RPC 465).

Having set out the relevant principles, 
the judge then applied those to the 
present facts of the case as he found 
them. As the judge acknowledged, 
a finding that Glaxo’s products were 
obtained by an obvious process 
was important, but by itself not 
sufficient. The judge needed to 
consider whether granting such relief 
would serve a useful purpose, and 
whether the particular circumstances 
warranted this.

In considering it was appropriate, 
the judge pointed out that the 
undertakings given by Vectura were 
limited in scope, and that it did not 
mean that with differently formulated 
claims an infringement finding might 
occur. This did depend on a method 
and analysis being able to establish 
the coating point, but this could not 
be ruled out. One has to assume 
that the differently formulated 
claims point extended also to the 

insufficiency finding, otherwise if that 
was insurmountable there would 
be no point in making the Arrow 
declaration. Also, the Patents were 
found not to be obvious in the light of 
the prior art.  In light of these points, 
the judge considered it appropriate 
to make an Arrow declaration in a 
modified version of one of the two 
forms sought by Glaxo.

Comments
The insufficiency argument succeeded 
for the very reason that Glaxo’s 
processes and products were held not 
to infringe: the technology was simply 
not accurate enough for the court to 
be able to establish, and so accept, 
that the magnesium stearate coated 
the active ingredient. 

What this means for patent attorneys 
is that they have to be happy that 
what a client is claiming is the 
invention is supported by ‘real’ 
evidence (however that manifests 
itself). 

Perhaps as important are the FTO 
opinions that patent attorneys and 
lawyers are asked to give from time 
to time. The availability of Arrow 
declarations may well encourage 
practitioners to suggest in their 
opinions that this is one approach to 
avoid infringement, if needs be.

Paul A. Harris
pharris@vennershipley.co.uk



Such guidelines represent a valuable 
insight into what works and does 
not work in a patent specification. 
However, treating a set of guidelines 
as a set of “dos and don’ts” to be 
blindly followed can cause issues. 
This is especially the case if the same 
patent specification is to be filed in 
multiple territories.

There have long been differences 
between the approaches of the patent 
offices and courts of the “big 5” patent 

Drafting a patent 
specification fit 
for prosecution 
and enforcement 
internationally
Guidelines for drafting patent specifications 
are often based upon lessons learnt the hard 
way. Drafting “rules” for specific territories are 
formulated based upon experience of patent 
applications undergoing rigorous examination 
at the patent office and of patents coming under 
intense scrutiny in contentious proceedings, 
including oppositions and in court proceedings.
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territories (USA, Europe, Japan, Korea 
and China). One such difference 
is the approach to added subject 
matter. Another is the importance of 
data supporting the claimed subject 
matter. It is sometimes felt that the 
requirements of the different patent 
offices are incompatible and that it 
is becoming increasingly challenging 
to draft a patent specification that is 
suitable for all territories.  

For example, the style of drafting 
originating from the US, as a result 
of guidelines produced in response 
to decisions handed down by the 
Federal Circuit in patent cases, is 
creating increasing problems when 
the equivalent cases are prosecuted 
before the European Patent Office. 
A patent specification that has been 
drafted to provide a reservoir of 
features that are to be selected at will 
and combined can run into significant 
difficulties before the EPO whose 
strict approach to added subject 
matter means that the Examiners are 
looking for disclosure of combinations 
of features to support amendments.

However, the problems really only 
arise where a specification is drafted 
with just one territory’s requirements 
in mind. In practice, the different 
requirements of patent offices can 
often be accommodated in a single 
specification, but this requires 
careful consideration and a good 
understanding of both the invention 
to be protected and the different 
requirements of the patent offices. 
The different drafting styles and 
requirements need to be combined 
and refined without losing sight of the 
subtleties of the invention that is to 
be protected. 

Consider the following requirements:

Requirement 1
In the United States, in order to avoid a 
narrow interpretation of the invention, 
it is important to include discussion of 
the various features of the invention 
whilst avoiding the suggestion 



that features of the invention are 
essential. This includes avoiding 
statements about “the invention” and 
using language that emphasizes the 
optional nature of features. 

Requirement 2
Particularly with European practice in 
mind, in order to provide flexibility to 
file amendments during prosecution, 
it is imperative that different levels 
of detail and specificity are provided. 
Intermediate generalisations are of 
particular value, as is the description 
of combinations of features and 
specific embodiments. It is helpful 
to explain how the invention works 
and what effects the invention 
seeks to achieve, although this must 
be balanced with the detrimental 
effects in other territories of making 
“promises”.

This is not incompatible with 
Requirement 1. Both styles of 
disclosure may be accommodated 
in a single specification. However, to 
ensure that the discussion of specific 
embodiments and combinations 
of features is not damaging to 
Requirement 1, it is important to 
make it clear that this more specific 
disclosure is not intended to be 
limiting.

Requirement 3
The inclusion of supporting data 
and specific examples are of great 
importance in the prosecution, 
particularly in Japan and China. Data 
is often essential to demonstrate that 
the invention involves an inventive 
step. Here, it is important not only to 

disclose the combinations of features 
that provide a desired effect, but 
also to demonstrate that the desired 
effect has been achieved. If possible, 
it should also be explained how one 
can reasonably extrapolate from 
the examples in the specification, to 
support the grant of claims that cover 
more than just the examples.

Requirement 4
It is helpful during the prosecution 
in many territories to be able to 
point to the technical effect of the 
invention and to an advantage that 
the claimed invention offers over 
the prior art. This information will 
often make it easier to convince the 
examiner that the claimed subject 
matter involves an inventive step. 
However, it is important that this 
discussion of the technical effect and 
advantages over the prior art is not 
included in the Background section 
of the specification. It is generally 
also desirable to make sure that it is 
not suggested that all embodiments 
must enjoy the discussed benefits 
or provide the discussed technical 
effects.

Our attorneys have many years’ 
experience of combining these 
requirements to provide patent 
specifications that can be successfully 
prosecuted in key patent territories 

around the world. They are acutely 
aware of the importance of preparing 
a specification that will form a solid 
foundation upon which to build 
patent rights. As a result of this 
experience, our attorneys not only 
draft new patent specifications, but 
are also frequently asked to review 
and revise specifications that have 
been drafted by others (usually 
prior to filing a PCT application) in 
order to ensure that they are in the 
best possible shape for successful 
prosecution and enforcement in 
Europe and beyond.

If you have any questions, please 
do not hesitate to contact one of 
our patent attorneys. We will be 
delighted to help you to draft patent 
specifications or to adapt existing 
specifications.

Sian Gill
sgill@vennershipley.co.uk

“
it is becoming increasingly challenging 
to draft a patent specification that is 
suitable for all territories

”

www.vennershipley.co.uk

12



It is not that often that intellectual property makes 
headlines news, but the discussion about the 
availability of cystic fibrosis drug Orkambi and the 
possible invocation of a little-known law which 
might force its patent holder to provide it at a 
reasonable price in the UK has been mainstream 
news recently.
Orkambi, a combination of lumacaftor 
and ivacaftor, is indicated for the 
treatment of cystic fibrosis (CF) in 
patients age 2 years and older who 
are homozygous for the F508del 
mutation. This mutation is found in 
around 4,000 CF patients in the UK.

CF is a genetic disorder caused by the 
presence of mutations in both copies 
of the gene for the CF transmembrane 
conductance regulator (CFTR) protein. 
This protein functions as a channel 
across the membrane of cells that 
produce mucus, saliva, tears, sweat 
and digestive enzymes. The channel 
transports chloride ions (amongst 
others) into and out of cells, and thus 
helps to control the movement of 
water in tissues, which is necessary 
for the production of freely flowing 
mucus. 

Mutations in the CFTR gene alter 
the production, structure or stability 
of the channel. This in turn impairs 
the transport of chloride ions and 
the associated movement of water. 
As a result, the mucus produced by 
cells that line the passageways of the 
lungs, pancreas and other organs 
is abnormally thick. This abnormal 
mucus obstructs the airways and 
glands.

More than 1,000 mutations in the 
CFTR gene have been identified in 
people with cystic fibrosis. Most of 
these mutations result in a single 
amino acid change or deletion. The 

most common mutation in the CFTR 
gene is a deletion of one amino acid 
at position 508 in the CFTR protein 
(the F508delta mutation). 

Lumacaftor improves the 
conformational stability of F508del-
CFTR; ivacaftor is a CFTR potentiator. 
These two compounds work together 
in Orkambi to increase the quantity, 
stability and function of F508del-
CFTR protein, resulting in increased 
chloride ion transport.

Orkambi was authorised for use by 
the European Medicines Agency in 
November 2015. In 2016, NICE (the 
National Institute for Health and 
Care Excellence) reviewed the use of 
Orkambi – which has a list price in the 
UK of £104,000 per patient per year – 
but was unable to recommend it as a 
cost effective use of NHS resources1.

Since then confidential talks between 
NHS England (the executive non-
departmental public body of the 
Department of Health and Social Care, 
which oversees the budget, planning, 
delivery and day-to-day operation of 
the commissioning side of the NHS 
in England) and the patent holder 
for Orkambi, Vertex Pharmaceuticals 
Incorporated (Vertex) have continued, 
but with no progress. 

Vertex claims to have offered the best 
price to the UK government for the 
drug, but NHS England maintains that 
the drug remains unaffordable.  
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The use of patented 
inventions for services of the 
Crown: Can IP law break the 

deadlock over Orkambi?



An offer of £500 million over five 
years for all of Vertex’s CF drugs by 
NHS England in July 2018 was rejected 
by Vertex. 

In response to an open letter from 
campaigners Vertex stated: “Precision 
therapies like ours are delivering 
unprecedented results, but they also 
present new economic challenges. 
We recognise fully the constraints 
that health systems around the world 
are working under, which create 
unenviable choices for the health 
authorities. Health authorities need 
to adapt their systems to the realities 
of modern medicine. Vertex shares 
the responsibility with governments 
and regulators to do all that we can 
to agree to a fair price that reflects 
the value of these medicines in all 
countries where they are needed.”

In an adjournment debate held in 
Parliament, Bill Wiggin, Conservative 
MP for North Herefordshire, asked 
the government to invoke Crown 
Use provisions in order to “overturn 
the patent monopoly on Orkambi by 
Vertex”2.

These provision are set out in Sections 
55-59 of the UK Patents Act, and 
allow a government department, or 
person authorized by a government 
department, to carry out acts which 
would otherwise infringe a patent 
without the consent of the patent 
proprietor, providing such use is ‘for 
the services of the Crown’ in the UK. 

If Crown Use is invoked, a licence 
is effectively ordered between the 
patentee and the relevant government 
department. The patent proprietor 
(or exclusive licensee, if there is 
one) is entitled to royalties and/or 
compensation for potential loss of 
profit (for example to compensate 
for loss resulting from being awarded 
a contract to supply the patented 
product, perform the patented 
process or supply an item made by 
means of the patented process). The 
terms of the licence, including royalty 
rates and amount of compensation, 
are agreed between the government 
department and patent proprietor 
with approval of the Treasury, or in 
the case of dispute, by the court. 

These provisions are intended to 
allow the government to act in 
the best interests of the public, by 
providing a means for exploiting 
important patented technology.

The provisions have been 
enacted in the past specifically for 
pharmaceuticals: in the 1960s and 
‘70s generic versions of the antibiotic 
tetracycline were purchased for use 
in NHS hospitals against the wishes 
of the patent holder, Pfizer, from a 
manufacturer in Italy3. It was held that 
the use of a patented drug in NHS 
hospitals was ‘for the services of the 
Crown’. In this regard, The House of 
Lords held that the phrase was not 
to be limited to the internal activities 
of Crown authorities, but could 
ultimately benefit individual members 
of the public. Crown Use provisions 
were also threatened during a dispute 
over hepatitis C diagnostic test kits4; 
and the supply of machines known 
as lithotripters for treating kidney 
stones5.

The situation with Orkambi, however, 
differs from that in the Pfizer v Ministry 
of Health case, in that there are no 
suppliers of Orkambi other than 
Vertex. As such, there is no secondary 
source from which a generic form of 
the drug could be purchased, as there 
was with generic tetracycline.

Instead, under Crown Use provisions 
the government could allow another 
manufacturer to make a generic 
version of Orkambi.

But in practice, how much use would 
this be? 

Firstly, under Crown Use legislation 
the patent holder, Vertex, would 
need to be compensated. The 
compensation would need to take 
into account any loss of profit from 
not being awarded a contract to 
supply Orkambi in the UK. Unless an 
agreement could be reached with 
Vertex, the level of compensation 
would be for a court to decide. 

Secondly, as acknowledged in the 
Parliamentary debate at the time of 
introducing it, Crown Use was not 
historically intended to circumvent 
commercial agreements or to create 
a mechanism for the production of 
medicines at a lower price. It is not 
clear how the invocation of Crown 
Use provisions could affect other 
medicines that are being developed 
or are supplied to the NHS by 
Vertex, or, for that matter, any other 
company.

Further to this, a new manufacturer 
of Orkambi would need to be found, 

and a price negotiated for a generic 
version of the drug. In addition, 
marketing authorisation would need 
to be obtained for the generic drug 
to demonstrate its safety, quality 
and efficacy. Whilst the regulatory 
regime allows a generic company 
to rely on information filed by the 
innovator company for a marketing 
application (but nevertheless requires 
the generic company to show that 
their product has the same qualitative 
and quantitative composition 
as the originator product and is 
bioequivalent) this is only possible 
once the data exclusivity period has 
expired.

The data exclusivity period prohibits 
the use of pre-clinical and clinical 
test data generated by the originator 
in the processing of a marketing 
authorisation for a generic medicine 
for a period of eight years. 

As Orkambi remains within the data 
exclusivity period, the manufacturer 
of the generic version would need 
to generate the data necessary for 
a separate marketing authorisation 
application anew.

These factors effectively render 
reliance upon Crown Use provisions 
impractical: the cost and length 
of time needed to overcome such 
hurdles mean that the use of such 
provisions is an empty threat. It would 
therefore seem that the government, 
despite its frustrations with Vertex, will 
have to negotiate further if Orkambi is 
to be made available on the NHS. 

Kate McNamara 
kmcnamara @vennershipley.co.uk

References:
1 NICE, Lumacaftor–ivacaftor for treating cystic 

fibrosis homozygous for the F508del mutation, 
July 2016 https://www.nice.org.uk/guidance/
ta398

2 https://hansard.parliament.uk/
Commons/2019-02-04/debates/12C071ED-
9463-4502-8625-89B910AD12F5/Orkambi

3 Pfizer v. Ministry of Health [1965] AC 512
4 Chiron Corp and others v Murex Diagnostics 

Ltd and others [1996] RPC 535 
5 Dory v Sheffield HA [1991] FSR 221

www.vennershipley.co.uk

14



100 engineering 
ideas that have 
changed the world
In this series of articles, we will have a look at some of the greatest 
engineering ideas that have had an effect on our everyday lives. The list of 
100 engineering ideas was compiled by The Institution of Engineering and 
Technology (IET). Our attorneys look at the IP milestones in the history of each 
of the inventions on the list and whether any IP protection was sought or 
obtained. 

Air conditioning is not a new 
phenomenon. Yet many of our day to 
day activities either could not occur 
or would be extremely uncomfortable 
without it – imagine train or aircraft 
journeys without air conditioning! 
Temperatures in offices during the 
summer without air conditioning 
could be unbearable and even 
computers would overheat without air 
conditioning systems providing rooms 
with a constant supply of cooling air.

Air conditioning has been an idea in 
the minds of engineers since the time 
of the pharaohs. The early Egyptians 
would hang reeds, which would be 
kept damp with trickling water, in 
their windows. Air passing the damp 
reeds would evaporate the water 
cooling the air temperature, and thus 
the room, whilst adding humidity 
to dry desert air. Ancient Romans 
pumped water from their aqueducts 
through pipes in the walls of their 
homes to try and keep cool, whilst 
Chinese inventors used rotary fans to 
move air through rooms and spray 
from water fountains to reduce the 
temperature of the air.

The Medieval era did not see much 
improvement in the area of air 
conditioning. It seems that the main 
ideas used to try to keep rooms cool 
was to have large windows to let in a 
breeze but to make sure that sunlight 
could not directly enter that window 
to heat the air in the room.

In fact, until around the 18th 
century, most efforts to control 
the temperature of air in a room 
remained using water and air 
movement. In 1758, Benjamin 
Franklin and Cambridge University 
Professor John Hadley discovered that 
the temperature of an object could 
be reduced below the freezing point 
of water by the evaporation of highly 
volatile liquids such as alcohol and 
ether. And in 1820, Michael Faraday 
found that when compressed and 
liquefied Ammonia evaporated, 
it cooled the air. Neither of these 
innovations was protected by IP rights 
and both were available to be built on 
by other inventors.

The first step towards air conditioning 
occurred towards the end of the 
1840s in America. Dr Gorrie believed 
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that high temperatures caused illness 
and wanted to cool hospital rooms to 
increase patient comfort. As a result, 
Dr Gorrie invented what is regarded 
to be the first mechanised artificial 
room cooling. A patent, US 008,080, 
was granted to Dr Gorrie on 6th May 
1851 for his Ice Maker which was a 
compressor powered by movement 
from an animal, air, water, or steam.

Air conditioning 1
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However, Dr Gorrie was unable to 
benefit from this patent because 
he was unable to acquire financial 
backing for his invention. He also had 
the small issue of political pressure 
from the ice industry in the North. 
Clearly, such an invention would 
threaten the ice industry because why 
would anyone import ice from far 
away when it could be made closer to 
or at home?

The invention of the modern air 
conditioner, although it was not 
known by the term “air conditioner” at 
the time, is attributed to Willis Carrier. 
His patent application, US 808,897, 
was granted on 2nd January 1906. The 
invention came about due to Carrier 
being tasked with providing a solution 
to preventing paper from wrinkling 
in humid summers with a view to 
improving printing quality. It was 
already known to heat objects with 
steam by sending air over hot coils. 
However, Carrier altered the process 
by filling the coils with cool water to 
produce cool air. Essentially, Carrier 
had invented a modern version of the 
Egyptian water reed system, except 
it no longer relied on a naturally 
occurring breeze. Instead, the air 
could be moved by a fan powered by 
electricity.

Shortly after, Stewart Cramer was 
confronted with a problem of how 
to add moisture to the air in a textile 
mill. His solution was to combine 
moisture with a ventilation system. 
The resultant invention, A Humidifying 

and Air-Conditioning Apparatus, had 
a patent application granted, US 852, 
833, on the 7th May 1907. It was, in 
fact, Cramer who coined the phrase 
“air conditioning” after his invention 
combined the control of the humidity 
and temperature of air. This was 
achieved by spraying a heated liquid 
into the air to increase humidity or 
a cooled liquid into the air to reduce 
humidity. The apparatus comprised a 
series of separator plates which the 
air was forced around in a tortuous 
fashion. Therefore, liquid would be 
collected on the plates due to inertial 
forces as it was drawn along the path 
through the plates. 

Carrier further applied his invention 
to other applications for air 
conditioning technologies, including 
industrial manufacturing facilities 
and indoor theatres. It has been 
suggested that Carrier’s technology 
being installed in the Rivoli Theater 
in Times Square, New York City, in 
1925, may have led to the rise of the 
summer movie blockbuster. Before 
this, the inside of a movie theatre 
would have been too hot during the 
summer for people to sit and watch 
films and so instead, would normally 
have been closed in the summer 
months.

Carrier further developed his 
air conditioning systems and in 
February 1914 was issued a patent, 
US 1,085,971, for a Method of 
Humidifying Air and Controlling 
the Humidity and Temperature 
Thereof. By 1922, his system had 
been refined and the size of the 
entire unit reduced. This ‘centrifugal 
chiller’ was the first practical method 
of air conditioning for large spaces 
and used a centrifugal compressor 
similar to the centrifugal turning 
blades of a water pump instead of a 
piston driven reciprocal compressor. 
This ‘centrifugal chiller’ also replaced 
the previously toxic and flammable 
refrigerants so that a safer air 
conditioning unit could be used in 
homes.

Since then, inventors have been 
working to improve the modern air 
conditioning system. This includes 
inventors like David Crosthwait, who 
has 39 US patents granted to him 
for inventions related to heating and 
ventilation. In more recent times, the 
focus has been on producing more 
efficient systems, as evidenced by US 
patent no. 8,744,632, for an energy 
efficient air conditioning unit, and in 
improving air conditioning systems 
used in the transport industry.

Jack Rogan
jrogan@vennershipley.co.uk 
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A story of collaboration and 
innovation: The earliest recorded 
attempts at hip replacement were 
carried out in 1891 using ivory to 
replace the femoral head, the ball of 
the ball and socket joint of the hip. 
Development continued very slowly 
because of the difficulty in finding 
suitable materials to replace the 

acetabulum, the socket of the joint. 
John Charnley, MD, at his clinic in 
Manchester, England, aggressively 
pursued the idea of a “low friction hip” 
in which the ball was replaced with a 
stainless steel stem and ball and the 
socket with a Teflon cup secured with 
acrylic cement. Importantly, the size 
of the ball was reduced in an effort 
to reduce wear. The Teflon, although 
low friction, proved to be too soft 
and so a denser material was sought. 
As a result of a lucky, but confused, 
encounter with a plastic salesman, 
Charnley came across polyethylene. 
By 1961, hip replacements using 
the Charnley hip, a combination of 
a stainless steel stem and dense 
polyethylene socket were performed 
regularly.

Robin Ling, MD, of Exeter, England 
working with engineer Clive Lee, 
built on Charnley’s work and studied 
the use of collarless tapered stems 
secured by bone cement. He patented 
his system in 1975, GB1409054B. 
Aware of the phenomenon of 

“creep” in bone cement, Ling went 
on to produce a collarless, polished, 
tapered stem with the capability to 
subside in the cement. The stem 
performed like a wedge moving and 
tightening at the stem-cement border. 
It was patented by Ling and Mikhail, 
EP 0530323B, which related to a Co-Cr 
version of the hip with a specified 
surface roughness. The patent was 
opposed by three companies but 
survived. The x-ray on the left shows 
an example of Ling’s CPT hip stem 
as part of a total hip replacement. 
Zimmer Biomet manufacture a Co-Cr 
version of the CPT hip.

Julie Mays
jmays@vennershipley.co.uk 
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3D printing (also known as additive 
manufacturing – depositing material 
under computer control) has 
revolutionised how certain products 
are made. It is seen by many as an 
important disruptive technology, 
enabling the flexible design and 
production of complex parts, on-
demand and with less waste. 

The technology gained attention 
in the early 1980s, and one of the 
first notable patent applications for 
this technology was filed in 1984 
by Charles Hull, which related to a 
process called stereolithography 
involving directing a beam of 
ultraviolet radiation into liquid 
photopolymer, causing it to solidify 
into plastic, the trace of the beam 
creating successive layers of an 
object. Its potential was seen by many 
and the 1990s saw further innovation. 
In 1994, Scott Crump of StrataSys 
Inc. filed a patent application for a 
fused depositing modelling (FDM) 
process which is the process that 
most will be familiar with – extruding 
heated thermoplastic through a 
print head nozzle to build up layers. 
The late 1990s also saw interest 
in 3D bioprinting, particularly the 
fabrication of biological matter, with 
the potential to replicate functioning 
tissue and organs. 

By the end of the 1990s, the annual 
number of worldwide patent filings 
was modest, but maintaining growth. 
That figure started increasing rapidly 
after the year 2000, perhaps triggered 
by the availability of lower-cost 
printers. To date, according to one 
dataset, well over 30,000 patent 
applications had been published 
worldwide that involved some 
involvement with 3D printing. 

Recent filings relate to areas such 
as the use of sustainable materials, 
medical uses, and even printing food 
and buildings! 

Rob Sayer
rsayer@vennershipley.co.uk 
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Automotive inventions have come 
a long way from the Benz Patent 
Motor Car in 1886 and Nicolas-
Joseph Cugnot’s 1768 self-propelled 
land based mechanical vehicle. The 
advances in technology over the 
last century have been significant; 
from Mary Anderson’s 1903 patent 
application for windscreen wipers, 
to fully electric vehicles with solar 
paintwork and the race to patent self-
driving vehicle technology.

A recent study by the European 
Patent Office (carried out with the 

European Council for Automotive R&D 
– EUCAR) showed that in the last 10 
years 18,000 patent applications were 
filed at the EPO for self-driving vehicle 
related inventions. From 2011 to 
2017 patent applications filed at the 
EPO relating to self-driving vehicles 
increased by 330%, in comparison to 
a 16% increase in the same period 
across all technologies1.

Interestingly, the top four companies 
who filed these applications are not 
traditional automotive companies but 
ICT related companies. This shows how 

the automotive industry is evolving. 
A transport revolution is anticipated, 
with large scale production of self-
driving vehicles expected to take off in 
the next few years.

Of course it is not only patent 
applications which have provided 
IP protection for the automotive 
industry. Registered Designs are 
widely used to protect the visible 
aesthetics of vehicles including parts 
and interiors. More recently there 
has been a rise in filings for Graphical 
User Interfaces (GUIs) intended for in-
vehicle systems. In a rapidly evolving 
industry, the relatively low cost and 
quick registration ensures Registered 
Designs remain an attractive option to 
those wishing to protect their IP.

Emma Bridgland
ebridgland@vennershipley.co.uk 
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Solar power is often thought of as a 
relatively new technology. However, 
it all started in 1839 when Alexandre 
Becquerel discovered the photovoltaic 
effect which explains how electricity 
can be generated from sunlight. 
Despite the interest that followed, it 
took until the 1950s for what many 
consider to be the first practical solar 
cell to be developed by Bell Labs 
in the USA and for which a patent 
application was filed. It only offered 
6% efficiency (the percentage of light 
that is converted to electricity), but it 
did provide usable power for several 
hours on a sunny day.

More recent innovation has been 
driven by the global impetus to 
reduce dependence on fossil 
fuels whilst catering for increasing 

demands on energy. Hoffman 
Electronics Corporation filed patent 
applications for photovoltaic cells 
achieving up to 14% efficiency, and 
such cells became an important 
power source for spacecraft and 
satellites. Materials innovation then 
became a big driver in pushing 
efficiency increasingly higher.

Figures reveal that nearly 15,000 
patent applications were filed 
worldwide in 2017 for renewable 
energy, a 43% increase from the 
previous year. Of this, more than half 
were for solar power. A correlation 
is seen between a drop in the cost 
of solar cells and the number of 
patent filings. Patents are seen as 
an important driver in solar energy, 
acting as an incentive for research 

in this area and the sharing of 
innovation through standards bodies. 
Some patent offices, including 
the UKIPO, offer fast track “green 
channel” processing for applications 
relating to renewables. With solar 
energy expected to supply half of the 
world’s energy in the next 25 years, 
this trend is likely to continue.

Rob Sayer
rsayer@vennershipley.co.uk 
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1 Yann Ménière, Ilja Rudyk, Lucas Tsitsilonis, “Patents and self-driving vehicles”, The inventions behind automated driving, November 2018, European 
Patent Office in co-operation with eucar, 2018, http://documents.epo.org/projects/babylon/eponet.nsf/0/65910DF6D3F02057C125833C004DB1E6/$File/
self_driving_vehicles_study_en.pdf
Chart: http://documents.epo.org/projects/babylon/eponot.nsf/0/33838EB79A06200AC125833D003DE652/$File/EPA_SDV_Graph_1.jpg
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“I want to say one word to you. Just 
one word. Are you listening? … Plastics. 
There’s a great future in plastics.” – Mr 
McGuire, The Graduate, 1967.
 
The writers of The Graduate, 
seeking something utterly dull with 
which to bore the young Dustin 
Hoffmann, could think of nothing 
worse than plastics. After all, at that 
time many of the polymers which 
still surround us today (PVC, PTFE, 
Nylon, polythene, polystyrene …) 
had long since been invented and 
had passed into humdrum, everyday 
use. Nevertheless, 50 years later, Mr 
McGuire’s words have proven to be 
remarkably prescient; developments 
in polymer technology have had a 
major impact in very diverse fields. 
 
One of these many fields is aviation, 
in which aircraft increasingly make 
use of strong, lightweight composites, 
in particular carbon fibre composites, 
as reflected in the roughly 850 
international patent applications 

in the name of Airbus or Boeing 
containing “composite” in the title or 
abstract of the patent application. 
An analysis of these filings reveals 
a sharp increase in the number 
of these patent filings in the early 
2000s followed by a tailing off after 
about 2008, suggesting a move from 
research towards commercialisation 
of these composites or, perhaps 
more likely, an increasing reliance 
by these manufacturers on third 
party companies specialising in the 
development of new composites. 
 
Another is photolithography, which 
is used to make circuitry. According 
to Moore’s Law, the number of 
transistors on an integrated circuit 
doubles every two years, and the 
invention of chemically amplified 
photoresists helped the computer 
industry keep pace with this law 
during the 80s.

While composites and photoresists 
have already had a major impact 

on their respective industries, new 
applications of polymers are being 
explored in many other fields such as 
conducting polymers which offer the 
prospect of printed electronic devices, 
biocompatible polymers for implants 
or scaffolds for tissue growth and 
3D printed products. Sound patent 
protection will almost certainly be an 
essential component of a successful 
commercialisation for any company 
operating in these fields.
 
Plastics. There’s a great future in 
plastics.

Anwar Gilani
agilani@vennershipley.co.uk 
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Microscopy 7
The field of microscopy has 
undergone enormous change in the 
last few years, thanks to the Nobel 
Prize winning development of a class 
of techniques collectively known as 
‘super resolution microscopy’. 

In the past, the resolution it was 
possible to achieve with a light 
microscope was limited by diffraction 
to around 250 nanometres. However, 
with super-resolution microscopy 
it is now possible to achieve 
resolutions more than an order of 
magnitude greater, down to around 
20 nanometres or less. This has 
been particularly important in the 
field of biology, where many of the 
structures and processes in which 
scientists are interested occur over 
spatial scales significantly smaller 
than the diffraction limit. For their 
contributions to the development of 
the field, Eric Betzig, Stefan Hell, and 
W.E. Moerner were awarded the 2014 
Nobel Prize in Chemistry.

Broadly speaking, super resolution 
microscopy achieves this much 
higher resolution by circumventing 
the diffraction limit. A typical 
super resolution image is in fact a 
reconstruction composed of the 
localisations of many different 
molecules, determined from many 
images in which different molecules 
are emitting light. This allows 
each molecule to be localised with 
much higher precision than would 
have been possible were all of the 
molecules imaged at the same 
time, with their diffraction patterns 
overlapping. 

In a classic story of failure coming 
before great invention, the path to the 
Nobel Prize was not straightforward 
for Eric Betzig in particular. Along the 
way he quit science and had started 
working for his father’s engineering 
firm, before coming up with up with 
the concept which would go on to 
become Photo-activated Localisation 

Microscopy (PALM) – one of the first, 
and now main, super-resolution 
techniques – and building the first 
prototype of the microscope in the 
living room of a fellow scientist and 
friend. 

Although a patent for a super-
resolution microscope was first 
granted in the 1980s to a Russian 
scientist, Victor Okhonin (SU1374922), 
it was only later experimental 
demonstrations by Betzig, Moerner 
and Hell et al. which led to these 
techniques becoming widely available.

Emma Lonnen
elonnen@vennershipley.co.uk 
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Venner Shipley News
Year of outstanding results in the UK patent 
attorney qualifying examinations

We are delighted to report an outstanding year of results in the UK patent 
attorney qualifying examinations.
 
Eight of our associates have passed the P2/FD1 (Advanced IP Law and 
Practice) paper, seven passed the P6/FD4 (Infringement and Validity) 
paper and as a result seven of our associates have qualified to become 
Chartered Patent Attorneys (CPAs).
 
We also had a 100% pass rate for the Queen Mary Certificate in 
Intellectual Property Law course, meaning all nine of our first year 
trainees are exempt from the foundation level examinations for 
qualification as a UK patent attorney. Five of our trainees passed with 
distinction.
 
Partner, Jonathan Hewett commented: “We are delighted with these 
fantastic exam results by our associates and trainees. Their performance 
in these exams is testament to their hard work and demonstrates the 
talent and ability we have in our associate group.”

The 2019 AIPPI World Congress is coming to 
London! September 15-18 2019

Venner Shipley partners 
with IntoUniversity

We have the pleasure to announce 
our charitable partnership with 
IntoUniversity.
 
IntoUniversity aims to improve the 
educational attainment and future 
prospects of young people from 
underprivileged backgrounds via 
high-quality and impact-driven 
programmes delivered through its 
network of learning centres and 
outreach events. Venner Shipley 
will work with IntoUniversity on 
fundraising activities and our team 
will lead mentoring initiatives for 
young people involved with the 
organisation.
 
Our partner Gary Whiting, who is 
leading the initiative commented: 
“We are delighted that our firm is 
working with this excellent charitable 
organisation. As a firm, we value the 
importance of ensuring that talent 
is nurtured and young people are 
encouraged to achieve the highest 
ability no matter what background."

Petra Pecharovå recently joined the Firm. Petra is a 
European patent attorney working in our Electronics 
and Engineering department. She has experience 
in filing and prosecuting patent applications around 
the world (including non-PCT countries and countries 
in which European applicants file less often), and in 
European opposition proceedings. She enjoys European 
prosecution, opposition and dealing with the EPO in 
general, especially when it comes to complex EPC or 
PCT legal issues. Petra is an active EQE tutor and an epi 
Professional Education Committee member.

New joiner

The annual AIPPI World Congress is taking place in 
London this year, and to celebrate, we are hosting a 
drinks reception at a landmark London location on 
the evening of Tuesday 17 September 2019.
 
It will be a chance for us to celebrate Venner 
Shipley's recent expansion and to catch up with our 
clients and friends from across the globe whilst they 
are in London.
 

Further details to follow on our website. If you 
would like to attend our event, please email 
events@vennershipley.co.uk requesting further 
information. 

If you would like further details on the conference 
please click here.

https://aippi.org/event/2019-aippi-world-congress-london/
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“we can analyse the 
data at our disposal 
to work out why 
people do what they 
do, what they like 
and do not like

”

Big ideas  
from big data

It has been claimed that 90% of data in the world today has been created in 
the last couple of years alone. Think about that. At 2.5 quintillion bytes of data 
a day, that is a lot of data. So what is happening to all this data and how might 
it be a driving force behind a variety of future technologies?

From the outset, let us dispel 
the myth that software, whether 
relating to big data or otherwise, is 
unpatentable. It can be challenging 
but these type of inventions can 
be patented in the UK and Europe 
where there is a credible technical 
effect. This is also possible even 
if applied to a non-technical field 
where there is something special 
about the implementation (think 
implementations that result in fewer 
read/write instructions, which utilise 
parallel processing etc.) For further 
information on this, in the broader 
context of software and data,  
click here for a related article  
by my colleagues.

What is Big Data?
Big data is the term generally used 
to refer to extremely large data sets 
that may be analysed and processed 
computationally to reveal patterns, 
trends and associations to gain 
insights. This can mean forming an 
understanding of something based 
on data analysis to help make a 
decision. Some data is structured, 
i.e. arranged in some sort of known 
format like a table. Some, most likely 
the vast majority is unstructured. 
Unstructured data is disorganised. 
However, given that so much of our 
daily lives involve interaction with 
something that generates masses of 
unstructured data, from our phones 
to our cars, looking into the meaning 
of both structured and the more 

to form commercial insights and to 
develop products that meet customer 
needs and which themselves may 
function better based on data 
crunching. With the ever-lowering cost 
of cloud storage, access to harvested 
data repositories and proprietary 
analysis platforms, the sector is 
growing fast.

In recent times, we have helped 
protect new Internet of Things 
devices, ways of anonymising data 
sets, and new ways of controlling 
systems based on analytics. Despite 
the challenges, patent protection is 
available for many innovations in this 
sector.

Venner Shipley is well established in 
protecting big data innovation both at 
the analytics and device level, pooling 
attorneys with engineering and 
computer science backgrounds into 
the largest dedicated AI team in the 
UK. So, do get in touch if we can assist 
with your IP needs in this, or in any 
related field. 

Rob Sayer
rsayer@vennershipley.co.uk 

mysterious unstructured data using 
computers can help people and 
organisations make decisions. 

If, for example, we can analyse the 
data at our disposal to work out 
why people do what they do, what 
they like and don’t like, then we can 
make decisions and suggestions. 
This sort of insight can “drive” future 
policies. Advertisers of course use 
analytics to work out who to target, 
and where that targeting converts 
into sales and where it does not. 
Other applications of big data analysis 
involve fraud detection, agriculture, 
banking, transport infrastructure 
and telecommunications. If we can 
understand and predict when a 
telephone network is going to be 
busy, and why, then we can plan 
resources accordingly. 

The Future
Data scientists are in high demand. 
Industry and government recognise 
the value of using big data analytics 

https://www.vennershipley.co.uk/resources/news/2018/11/26/patenting-artificial-intelligence
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The effect of Brexit on EU 
trade mark registrations 
and applications

At the time of writing (April 2019), 
the date and mechanism of Brexit 
continues to be a moveable feast. 
However the UK is prepared insofar 
as dealing with the effect of Brexit on 
European Union (EU) trade marks is 
concerned. 

An EU trade mark is a unitary right 
which is valid across all countries of 
the European Union. If the UK leaves 
the European Union, an EU trade 
mark will no longer provide protection 
in the UK. 

The good news for trade mark owners 
is that legislation has been enacted 
which ensures the continuity of 
registered trade mark protection in the 
UK after Brexit. This continuity will take 
effect without the need for any action 
on the part of trade mark owners. 

Below is a brief summary of the main 
provisions of the legislation as it 
affects EU trade mark registrations and 
applications. In this summary “Brexit” 
means the date that the UK formally 
leaves the EU, either with or without 
an Agreement. In the event of the UK 
leaving the EU with an Agreement, the 
provisions will take effect from the 
end of any agreed transition period. 

EU trade mark 
registrations
 On Brexit all existing registered EU 

trade marks (and EU designations 
of International trade mark 
registrations) will be granted 
an equivalent UK right called a 
Comparable Trade Mark (EU). 

 NB. EU designations of International 
Registrations will become national 
UK rights rather than reverting to a 
UK designation of the International 
Registration.

 Details of this Comparable 
Trade Mark (EU) will, “as soon as 
reasonably practicable after exit 

day”, be entered onto the UKIPO 
Trade Mark Register.

 Trade mark proprietors will 
therefore (from Brexit) own 
two separate registered rights; 
an EU trade mark covering the 
remaining 27 EU member states 
and a Comparable Trade Mark (EU) 
covering the UK.

 Comparable Trade Marks (EU) will:

– be created at no official cost and 
without any action on the part 
of trade mark owners. Going 
forward however two sets of 
renewal fees will be payable (to 
both the UK and EU offices) if a 
trade mark is to be maintained 
across the EU and the UK.

– retain the filing and priority dates 
of the original EU trade mark and 
any UK seniority claim/s.

– cover the goods and services 
taken from the English language 
entry for the EU trade mark on 
the EU register. If the EU trade 
mark did not designate, on filing, 
English as either a first or second 
language it will be possible to seek 
an amendment of any perceived 
inaccuracies in the wording.

– be distinguished from national UK 
rights on the UK Register by; 
• the prefix UK009 followed 

by the last 8 digits of the EU 
number (for rights deriving 
from an EU registration); and, 

• the prefix UK008 followed 
by last 8 characters of the 
International trade mark 
number (for rights deriving from 
an International registration) 

 Registration certificates for 
Comparable Trade Marks (EU) will 
not be issued. Owners can access 
details of these new rights via the 
UKIPO’s online database

 Proprietors of EU trade marks 
can “opt out” from owning a 

Comparable Trade Mark (EU) but 
only in certain circumstances.

 Use/non-use: EU use (whether 
inside or outside of the UK) made 
during the relevant period prior 
to exit day will count as use of a 
Comparable Trade Mark (EU). 

 Comparable Trade Marks (EU) will 
be created for EU certification and 
collective marks. The regulations 
governing the use of these EU 
marks will not automatically be 
transferred onto the UK register. 
Proprietors can be required by 
the UKIPO to file such Regulations 
(along with an English translation if 
necessary). 

EU trade mark applications
 Comparable Trade Marks (EU) will 

not be created for EU marks which 
are pending at Brexit.

 Instead, proprietors will have a 9 
month period from Brexit to file a 
UK national trade mark application 
for an identical mark to the EU 
trade mark application. This must 
cover some or all of the goods/
services covered by the EU trade 
mark application.

 Standard UK official application fees 
will be payable 

 The new UK trade mark application 
will retain the EU filing and priority 
dates

 The new UK trade mark application 
will be examined in accordance with 
national UK procedure.

 Proprietors of EU trade mark 
applications will not be notified 
about the 9 month application 
deadline.

In summary there is no need for 
owners of EU trade mark registrations 
to take any steps at this stage. We are 
carefully monitoring developments in 
this area and will advise clients if and 
when any action becomes necessary.

Gloria Parmesan
gparmesan@vennershipley.co.uk 

Brexit continues to dominate the headlines and 
the need for certainty in the business community 
has never been greater. 



If the substance or composition is 
known per se, but has not previously 
been used in a medical method, 
it is still possible to obtain broad 
protection for the use in any medical 
method using a so-called “first 
medical use” claim of the format 
“[Substance/composition] X for 
use in [therapy/in vivo diagnosis/
surgery]” (Article 54(4) EPC), even if 
only one therapeutic use has been 
described in the patent. Thus, novelty 
and inventiveness is defined by the 
use of the substance or composition 
in a medical method, and not the 
substance or composition per se. 

In addition, even if a medical use for 
any given substance or composition 
is already known, it is possible to 
protect a different medical use of 
that substance or composition using 
a claim in the format “[Substance/
composition] X for use in [treating/ 
in vivo diagnosis of] Y]” (Article 54(5) 
EPC). In such claims, novelty can arise 
from the new disease that is treated. 
Of course, the Applicant must then 
show that treatment of the new 
disease would not have been obvious 
in order to demonstrate an inventive 
step.

A medical use claim can also be 
directed to specific uses of known 
substances or compositions for 
the new treatment of the same 
disease, and novelty and inventive 

The European Patent Office’s (EPO’s)  
approach to the patentability of inventions  
in the medical field is based on the principle  
that medical practitioners should not be restricted 
at the point of care of a patient by the concern 
that a treatment or diagnostic method might be 
covered by a patent.

This has led to the provision of 
Article 53(c) of the European Patent 
Convention (EPC), which specifies 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…”

It may appear that Article 53(c) EPC 
significantly prohibits the patenting 
of inventions in the medical field in 
Europe. However, as discussed below, 
with careful wording, it is still possible 
to patent many inventions in the 
medical field. 

Method of treatment 
Whilst methods of treatment are not 
patentable in Europe, it is possible 
to patent the use of a substance or 
composition for surgery, therapy 
or diagnosis under the provision of 
Article 53(c) EPC second clause, which 
states that:

“…this provision shall not apply to 
products, in particular substances 
or compositions, for use of these 
methods.”

This enables the use of a purpose-
limited use claim to circumvent 
the exclusion of methods from 
patentability provided by Article 53(c) 
EPC .

step established by reciting new and 
inventive routes of administration 
(T51/93) and novel sub-groups of 
patients (T19/86). 

Many medical methods involve the 
use of a medical device or apparatus. 
The use of first and second medical 
use claims is restricted to methods in 
which the medical effect is based on a 
substance or composition. Therefore, 
it is not possible to protect the use of 
a medical device or apparatus by a 
first or second medical use claim, as 
this is not regarded as a substance 
or composition within the meaning 
of Article 53(c) EPC. However, such 
medical devices can be protected 
by a claim drawn to the device per 
se, which will protect the device 
regardless of its use.

Surgery or therapy
To be excluded as a method of 
treatment under Article 53(c) EPC, 
the treatment must be by surgery or 
therapy. If the treatment does not 
relate to either of these, then it will 
not be captured by the Article 53(c) 
EPC exclusion, and would therefore 
be patent-eligible. 

Therapy relates to the curing, 
prevention or alleviation of a disorder 
or malfunction of the body, i.e. 
bringing a body back to its healthy 
state (T224/91). Thus, purely cosmetic 
treatments would not be classed as 
a therapy, as long as any cosmetic 
effect was not inextricably linked to a 
corresponding therapeutic effect. 

Treatment by surgery relates 
to the nature of the treatment 
rather that its intended purpose. 

23

Patentability  
  of  methods of 
    treatment  
       and  
          diagnosis



www.vennershipley.co.uk

24

“even if  a medical use for any given 
substance or composition is already known, 
it is possible to protect a different medical 
use of that substance or composition

”

“Surgery” is broadly defined as 
a physical intervention on the 
body, and methods that involve an 
invasive intervention are excluded 
from patentability as a method 
of treatment by surgery. The EPO 
Enlarged Board of Appeal has 
indicated that invasive methods 
comprise a substantial physical 
intervention on the body, which 
requires professional medical 
expertise to be carried out and which 
entails a substantial health risk even 
when carried out with the required 
professional care and expertise (G 
1/07). Such methods may include 
injection, endoscopy, or excision 
amongst others. If a surgical step 
is not essential to the invention, we 
would recommend drafting the claims 
such that it is made clear that such a 
step precedes the claimed method. 
This can be achieved by use of 
expressions such as “pre-delivered”, 
“pre-implanted” or “pre-inserted”, and 
so on.

Diagnostic methods 
Methods of diagnosis are also 
excluded from patentability at the 
EPO. However, this exclusion has 
been interpreted narrowly by the 
EPO Enlarged Board of Appeal in its 
decision of G1/04, which sets out 
the conditions that must be met for 
a method to constitute a diagnostic 
method. 

The claim must include method steps 
relating to all of the following phases:

i the examination phase, involving 
the collection of data,

ii the comparison of these data with 
standard values,

iii the finding of any significant 
deviation, i.e. a symptom, during 
the comparison,

iv the attribution of the deviation to 
a particular clinical picture, i.e. the 
deductive medical or veterinary 
decision phase (diagnosis for 
curative purposes stricto sensu).

Thus, to be excluded from 
patentability, a diagnostic method 
must include all of the necessary 
steps to obtain and analyse data, 
and come to a diagnostic conclusion. 
If any one of these steps is missing, 
the method will not be regarded as 
a diagnostic method embraced by 
the exclusion of Article 53(c) EPC. 
However, if all of these steps are seen 

as essential to the method, it would 
not be possible to simply delete one 
of these steps to circumvent this 
exclusion. Therefore, we would always 
recommend providing teaching in 
a patent application that highlights 
that one or more of these steps is not 
essential to the performance of the 
method, if possible. 

Prognostic methods are 
patentable
Methods that do not lead to the 
diagnosis of a clinical picture are 
not excluded from patentability. For 
example, methods of data collection 
based on step (i) are patentable. 
Similarly, a method of data collection 
or analysis that does not enable a 
decision to be made on the treatment 
necessary (i.e. step (iv) above) will 
also be patentable, and we have 
had success for our clients arguing 
that methods of prognosis do not 
fall within the provision of Article 
53(c) EPC, as they do not result in 
a diagnosis in the strictest sense of 
Article 53(c) EPC, in that the method 
of prognosis can be defined as 
predicting the rate of progression or 
improvement and/or the duration 
of a condition that has already been 
diagnosed. 

Practised on the human 
body
In addition to the above steps, the 
exclusions only extend to treatments 
and diagnosis practised directly on 
the human or animal body.

Therefore, if a technical step of a 
claimed method is carried out in the 
absence of the body, the method 
should not be considered a diagnostic 
method excluded from patentability.

Thus, it is possible to protect 
the indirect (i.e. in vitro, ex vivo) 
treatment of a condition, or a 
diagnostic method, that is performed 
on body tissues or fluids after they 
have been removed from the human 

or animal body. Examples of the 
types of methods that would be 
patent-eligible include performing a 
diagnostic test on a blood sample or a 
treatment on an organ tissue before 
transplantation. However, treatment 
of blood by dialysis where the blood 
is returned to the patient would be 
excluded from patentability, as the 
patient would have to be present 
during the treatment.

In practice, we would recommend 
including at least one technical in vitro 
step and omitting any non-essential 
steps that are practised on the human 
body. For example, in a method that 
comprises a method of diagnosis 
based on identifying a particular 
biomarker in a blood sample, the step 
of actually obtaining the sample from 
a patient should be omitted from the 
claimed method, and the method 
may instead recite preforming the 
method “on a sample obtained from 
a subject”.

Summary
Methods of treatment by surgery 
or therapy and diagnostic methods 
practised on the human or animal 
body are excluded from patent 
protection at the EPO, and this may 
appear to significantly prohibit the 
ability of applicants to obtain patent 
protection in the medical field in 
Europe. However, by identifying 
the core aspects of an invention, 
and with careful claim drafting, it is 
often possible to circumvent these 
exclusions and protect many aspects 
of medical-related inventions. 

Reuben Friend
rfriend@vennershipley.co.uk 
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20th anniversary 
of the procedure 
for objecting to 
domain names

While a domain name registration 
confers no trade mark rights on the 
party who registers it, a third party 
domain name incorporating a brand 
name can, on a practical level, be a 
real thorn in the side of the brand 
owner. Clearly it blocks the brand 
owner from ever operating a website 
from that particular domain name. 
Worse still, the website operating 
from the third party’s domain name 
can confuse existing and potential 
consumers of the brand owner, 
leading to custom being diverted. 
Perhaps worst of all, when inferior 
or unsafe goods are sold from the 
website or when no goods or services 
at all are ever delivered after payment 
is made via the website, the third 
party’s domain name can damage the 

reputation of the brand. All of this 
causes great headaches for brand 
owners. 

Where the material on the website 
attached to the domain name 
infringes trade mark or copyright, 
brand owners can sometimes have 
success with getting the website 
pages taken down by the web hosting 
provider. However the owner of the 
domain name often then simply 
moves to a different web host and 
starts afresh so this is only a very 
short-term solution.

Happily for brand owners, the 
Uniform Dispute Resolution Policy 
("UDRP") launched in 1999 offers 
an alternative remedy to court 

proceedings. The UDRP applies to all 
domain names ending with generic 
top level domains (e.g. .com, .org, .net). 
Many jurisdictions (but not Russia) 
operate a UDRP procedure in relation 
to domain names ending with their 
country code (e.g. .uk, .ie).

The party filing the UDRP complaint 
can request that the domain name 
registration be either transferred to 
it or (far less frequently requested) 
cancelled. While reimbursement
of costs and official fees is not
ordered in UDRP decisions, the
procedure is nonetheless far less 
costly, and far speedier, than court 
proceedings. It also circumvents the 
need to get to grips with the legal 
systems of foreign jurisdictions 
involved.

To succeed with a UDRP complaint, 
the complainant needs to show that 
the domain name is identical or 
confusingly similar to a mark in which 
it has rights, demonstrate that the 
domain name was registered, and 
is being used, in bad faith and show 
that the domain name owner has no 
legitimate interest in it.

It is a common misconception that registering a 
domain name creates a trade mark right. While it 
is advisable to register the obvious corresponding 
domain names before launching a brand, 
registration of a domain name does not, in itself, 
confer any trade mark rights, no more than the 
registration of a company name does in the UK. 
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The top level domain (TLD) element 
of the domain name (e.g. .com) 
is disregarded when assessing 
similarity between the domain name 
and the complainant's trade mark. 
However the TLD can be taken into 
account when considering whether 
the domain name was registered in 
bad faith. The top level domain .tv 
(the country code for the Polynesian 
island, Tuvalu) was considered 
relevant in the successful complaint 
brought by the French TV company 
Canal + France about the domain 
name canalsat.tv.

UDRP decisions have consistently held 
that obvious or intentional misspelling 
of a trade mark within a domain 
name does not affect similarity. 
The presence or omission of e.g. & 
and + signs is generally considered 
to be neutral when considering 
whether a domain name is identical 
or confusingly similar to a trade 
mark; thus van-cleef-arpels.com was 
considered identical to VAN CLEEF & 
ARPELS. Domain names comprising 
translations of trade marks are 
usually found to be identical or 
confusingly similar to the trade mark 
and, so, the owners of the rights 

“WIPO ordered the 
transfer of the 
domain name to 
the complainant 
in 86% of UDRP 
complaints

”

to Saint-Exupery's novella, Le Petit 
Prince, succeeded with their UDRP 
complaints about ilpicolloprincipe.com 
and thelittleprince.com.

The fact that the domain name 
may contain additional words is 
generally ignored when assessing 
similarity, provided that the trade 
mark is recognizable within it. Thus, 
the Danish company behind LEGO 
building bricks succeeded with its 
2019 complaint about legoavengers.
com.

The success rate of UDRP complaints 
is high. According to estimated 
figures released in 2018 by the World 
Intellectual Property Organisation 
(WIPO) (which handles an estimated 
55% of all UDRP complaints), WIPO 
ordered the transfer of the domain 
name to the complainant in 86% of 
UDRP complaints.

To ensure the speediness of the 
UDRP procedure (a decision is usually 
issued by WIPO within 75 days), 
there are no “evidence rounds” as 
in court litigation. Since there is 
no opportunity to submit omitted 
evidence at a later stage in the UDRP 

process, all relevant evidence needs 
to be included succinctly in the initial 
complaint.

While the ideal is to register all 
obvious domain names before 
launching a brand, the UDRP 
procedure is a valuable tool for 
the brand owner encountering 
troublesome domain names later 
on. However, while designed to be a 
simpler procedure than fully blown 
litigation, it is nonetheless essential 
that the UDRP complaint is prepared 
properly. In certain limited scenarios 
the UDRP procedure is not the most 
appropriate solution for the trade 
mark owner and it is essential to 
consider its suitability before filing.

David Birchall
dbirchall@vennershipley.co.uk 
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President’s referral to Enlarged Board 
of Appeal after EPO Appeal Board 
resists EU intervention on patentability 
of plants and plant products
The President of the European Patent Office (EPO) 
has submitted questions to the Enlarged Board of 
Appeal (EBA) which relate to the patentability of 
plants exclusively obtained by essentially biological 
processes and to T1063/18, a Technical Board of 
Appeal decision of December 2018.
In T1063/18, the Appeal Board 
disregarded an amendment to Rule 
28(2) EPC, thereby undoing what 
was effectively an amendment to 
the Implementing Regulations to the 
Convention on the Grant of European 
Patents initiated by the European 
Union (EU). This decision has been 
widely seen as underlining the 
independence of the EPO’s Boards 
of Appeal from the EU, an important 
and timely reminder for everyone 
grappling with the impact of Brexit on 
IP in Europe.

The President’s decision to refer 
the matter to the EBA is highly 
controversial and has been widely 
criticised. The referral is described 
by the President as being necessary 
to restore legal certainty, but 
commentators have argued that 
rather than alleviating uncertainty, 
the President is adding to it by asking 
the EBA to revisit a question that they 
have already considered. 

The decision issued in T1063/18 
was an appeal against an Examining 
Division objection under amended 
Rule 28(2) EPC. The amendment to 
Rule 28(2) EPC was deemed void and 
the application, relating to pepper 
plants with improved nutritional 
value, was remitted to the Examining 
Division for further prosecution. 

The President’s EBA referral 
represents the latest twist in a long 
running legal and political saga 
concerning the patentability of plant 
products produced by essentially 
biological processes.

In 1999 the EPO implemented the 
“Biotech” Directive (Directive 98/44/

EC of the European Parliament and 
of the Council of 6 July 1998 on the 
legal protection of biotechnological 
inventions), with the purpose of 
harmonising national law on the 
patentability of inventions relating to 
biological material. 

As a result of the Biotech Directive, 
essentially biological processes for 
producing plants and animals are 
excluded from patentability, and 
this is implemented by Article 53(b) 
EPC. A process for the production of 
plants and animals is considered to 
be essentially biological if it consists 
entirely of natural phenomena such 
as crossing or selection. However, 
biotechnological methods of 
producing transgenic plants and tools 
such as genetic markers for use in 
such methods can be patented.

The exclusions to patentability 
provided by the Biotech Directive 
have been confirmed by numerous 
decisions of the EPO Boards of 
Appeal, for example, in the related 
cases Broccoli II (G2/13) and Tomato 
II (G2/12). In G2/12 and G2/13 it was 
found that Article 53(b) EPC should 
be interpreted narrowly and should 
not prevent the grant of patent claims 
directed to plants or plant products 
produced by essentially biological 
processes.

In G2/13 and G2/12, the EBA referred 
to the official background documents 
for the negotiation leading to the 
EPC in 1973, which indicated that 
exclusions from the general principle 
of patentability must be narrowly 
interpreted. In view of this, the 
Enlarged Board decided that claims to 
products derived from an essentially 

biological process are not excluded 
from patentability, even if the 
process used to obtain the products 
is essentially biological and thus not 
patentable. 

However, these decisions of the EBA 
were not received favourably by some 
groups, especially plant breeders’ 
associations. 

Having come under pressure from 
such lobbying groups, and certain 
national governments, to limit 
the extent of patent protection 
available in this area, in December 
2015, the European Parliament 
adopted a resolution asking the 
European Commission to review the 
patentability of products of essentially 
biological processes. 

This resulted, in November 2016, in 
the Commission adopting a Notice 
on certain articles of the Biotech 
Directive (Notice 2016/C 411/03). In 
the Notice it was considered that 
in trying to assess the intentions of 
the EU legislator when adopting the 
Directive, the relevant preparatory 
work to be taken into consideration 
was not the work which preceded 
the signature of the EPC in 1973, but 
that which relates to the adoption of 
the Biotech Directive. The European 
Commission concluded that the EU 
legislator’s intention when adopting 
the Biotech Directive was to exclude 
from patentability products that are 
obtained by means of essentially 
biological processes. Thus, the rulings 
in G2/13 and G2/12 by the EPO’s EBA 
to allow claims to products obtained 
from an essentially biological process 
were considered contrary to the 
intentions of the Biotech Directive.

The Commission’s Notice was highly 
controversial, and although it was 
not binding on the EPO, Decision 
(CA/D 6/17) was issued by the EPO’s 
Administrative Council to amend 
Rules 27(b) and 28(2) EPC in light of 
the Notice. Rule 28(2) EPC was thus 
amended to state that European 
patents shall not be granted 
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in respect of plants or animals 
exclusively obtained by means of an 
essentially biological process. The 
Decision to amend Rule 28(2) EPC 
was unprecedented because it was in 
direct contradiction to the previous 
decisions of the EBA. 

Indeed, in the written decision of 
T1063/18, the Appeal Board clearly 
states that the amendment to Rule 
28(2) EPC reverses the meaning of 
Article 53(b) EPC, as interpreted by the 
EBA, and it is not possible to interpret 
Rule 28(2) EPC in such a way that no 
contradiction exists. According to 
Article 164(2) EPC, in case of conflict 
the Articles prevail, thus rendering the 
amendment to Rule 28(2) EPC void.

The Appeal Board also found that 
the interpretation of the Biotech 
Directive as put forward in the 
Notice had not been confirmed in a 
legally binding way. Specifically, the 
Board highlighted that within the 
legal framework of the European 
Union (EU), only the Court of Justice 
of the European Union (CJEU) 
was competent to issue a binding 
interpretation of the Biotech 
Directive. This point was specifically 
recognised in the Notice itself, and 
since the CJEU has not decided on the 
matter the Notice does not have any 
legal authority.

The Appeal Board also addressed the 
question of whether an interpretation 
of Article 53(b) EPC, different from 
that given in decisions G 2/12 and G 
2/13, is necessary in view of Article 
31(3)(a) of the Vienna Convention. 
This was not found to be necessary, 
however. The Appeal Board found 
that such an interpretation would 
imply the amendment of an Article of 
the EPC by the Administrative Council 
(i.e. Art. 53(b) EPC), but this is beyond 
the competency of the Administrative 
Council, which has the authority to 
amend the Implementing Regulations, 
but not the Articles, of the EPC.

For these reasons, the Board found 
that it was not necessary to deviate 
from the interpretation of Article 53(b) 
EPC given by the EBA in decisions 
G 2/12 and G 2/13, and in addition, 
a referral to the EBA was also 
unnecessary.

Nevertheless, at a recent meeting 
of the Administrative Council, the 
EPO President, António Campinos, 
discussed the possibility of referring 
T1063/18 to the Enlarged Board of 

Appeal, arguing that the referral was 
“justified and necessary”.

Prior to the publication of the 
President's referral, commentators 
were quick to question its 
admissibility. According to Article 112 
EPC “the President of the European 
Patent Office may refer a point of 
law to the Enlarged Board of Appeal 
where two Boards of Appeal have 
given different decisions on that 
question”. However, there have 
not been two conflicting Boards of 
Appeal decisions on the question of 
the patentability of plant products 
produced by essentially biological 
processes. 

CIPA, the professional body for 
patent attorneys in the United 
Kingdom, issued a position paper on 
the issue, arguing that there are no 
valid grounds for the EBA to accept 
another referral on the interpretation 
of Article 53(b) EPC in the absence of 
conflicting decisions. 

Nevertheless, the President has 
referred two questions to the EBA:

1 Having regard to Article 164(2) 
EPC, can the meaning and scope 
of Article 53 EPC be clarified in 
the Implementing Regulations to 
the EPC without this clarification 
being a priori limited by the 
interpretation of said Article given 
in an earlier decision of the Boards 
of Appeal or the Enlarged Board of 
Appeal?

2 If the answer to question 1 
is yes, is the exclusion from 
patentability of plants and animals 
exclusively obtained by means of 
an essentially biological process 
pursuant to Rule 28(2) EPC in 
conformity with Article 53(b) EPC 
which neither explicitly excludes 
nor explicitly allows said subject-
matter?

The President argued that Question 
1 is admissible on the basis that 
T1063/18 is in conflict with previous 
decisions on how to resolve a 
conflict between the interpretation 
of an Article by the EBA (or BA) and 
a subsequent interpretation of the 
same Article by the Administrative 
Council. 

In relation to the admissibility of 
Question 2, the President argued 
that a conflict between a Rule and a 
single BA decision is equivalent to a 
situation where two Appeal Boards 

have given different decisions. 

This argument presupposes that 
Rule 28(2) EPC is in conflict with 
only a single Appeal Board decision 
(T1063/18). However, as stated by the 
BA in T1063/18, Rule 28(2) EPC in fact 
conflicts with a number of decisions 
of the EBA, which is the EPO’s highest 
judicial authority. Indeed, many 
commentators believe that the legal 
situation was made clear by the EBA 
in G 2/12, that plants produced by 
essentially biological processes are 
patentable. 

It is expected that the referral will 
either be deemed inadmissible, 
or that the EBA will consider the 
questions, only to reiterate their 
previous view, that plants produced 
by essentially biological processes are 
patentable under Article 53(c) EPC.

Nevertheless, the decision of 
T1063/18 was very warmly received 
by applicants in this field and news 
of the President’s referral will be 
of concern to companies that filed 
European patent applications based 
on the G2/12 and G2/13 decisions, 
and generally to patent applicants 
in the European agricultural sector. 
In the meantime, however, the EPO 
has returned to granting patents 
in respect of plants or animals 
exclusively obtained by means of an 
essentially biological process. It is 
also worth emphasising that plants 
and plant material obtained by a 
technical process are unquestionably 
patentable. 

It is not clear when the EBA will decide 
on the President’s referral, but in 
the meantime it is worth noting that 
the decision in T1063/18, and the 
President’s subsequent referral to 
the EPO’s Enlarged Board of Appeal, 
sends a clear signal that it is the 
EPO’s Appeal Boards that decide 
how to interpret the European 
Patent Convention for the purpose of 
granting patents, and not the EU or 
individual national governments.

Matt Handley
mhandley@vennershipley.co.uk 
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