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A word from the editor

About Venner Shipley:

We are an innovative intellectual property firm based in Europe. Our 
firm has a long history and a vast amount of experience in relation to 
all aspects of intellectual property. 
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It is hard to do anything other than to mention COVID-19 straight away. In a short 
time working practices have changed and adapted, but in many ways the IP world 
is the same. IP offices across the world such as EPO, UKIPO and EUIPO have offered 
extensions of time, but by and large have remained operational. Although these 
general extensions provide welcome flexibility, we do not intend to make routine 
use of these extensions but are committed to file applications, responses and other 
required documents within their original deadlines.

Venner Shipley shifted almost overnight to complete secure remote working, and 
personally speaking after a few days of getting used to it (and tweaking my home 

workstation set up), this felt not a great deal different to working in the office. With all business travel 
suspended for the time being, we have comprehensive facilities available for both telephone and video 
conferencing for internal and client meetings as well as with intellectual property authorities, governmental 
institutions and judicial bodies. 

Staying Connected! 

With conferences cancelled and travel on hold, staying connected with our clients and contacts virtually 
is of the upmost importance to us. So be it for a quick chat on an issue you are facing, to discuss new 
developments in your area/jurisdictions, or just to say hi we would love to hear from you! We also see this 
as an opportunity for our teams to get to know each other and to update you on interesting developments 
in the world of IP, as well as to answer any questions you may have in this regard.

This issue has a selection of articles from the world of IP, and like all our work at the moment, was produced 
remotely. 

I am pleased to announce that Venner Shipley has been a pioneer in its use of video conference at the EPO 
and Gary Whiting took part in the EPO's first ever Board of Appeal hearing by video conference. He writes 
about his experience on page 19. Tim Russell and I discuss changes at the EPO regarding video conferencing 
on pages 16-19. No update from the world of IP is complete at the moment without mentioning the race 
for finding a vaccine for COVID-19 which my colleagues Anton Hutter and Reuben Friend cover on page 
30. Femtech, WIPO Green, patenting software as well as an update on the eagerly awaited CRISPR/Cas9 
technology case are only some of the other areas we cover, together with an article on patient consent and 
the GDPR and what this means for clinical trials from our lawyers James Tumbridge and David Pountney. 

Last but not least we cover an update on Brexit by James Tumbridge, and our German colleague Ralf Bucher 
highlights the German Federal Ministry of Justice and Consumer Protection’s decision to amend the German 
patent law. I hope you find something of interest!

Simon Taor
Partner, Patent Attorney



WIPO Green: 
connecting 
technologies with 
‘needs’ to provide 
environmental solutions
Blue Planet II did its job well: the vivid imagery which showcased the sobering 
effects of climate change and human behaviour on the natural world was 
reported as causing 88% of viewers to change their behaviour.

This increase in public awareness 
of the problems facing the planet 
gave impetus to political efforts to 
focus on moving to a sustainable, 
cleaner, low-carbon economy. 
Green technologies play a crucial 
role in this, and obtaining robust 
protection for such technologies 
is an essential part of this process. 
Intellectual property rights provide 
innovators with a potential reward 
on the investment required to 
develop an idea, turn it into a viable 
solution to a problem and bring that 
solution to the marketplace, thereby 
diffusing potentially world-changing 
technologies.

The World Intellectual Property 
Organization (WIPO) was created in 
1967 as a specialised, self-funding 
agency of the United Nations, with an 
aim of encouraging creative activity 
and promoting the protection of 
intellectual property throughout 
the world. The promotion of green 
technology has been a focus of WIPO 
for some time, as demonstrated by 
the launch of WIPO Green in 2013.

WIPO Green is an online platform for 
technology exchange that supports 
global efforts to address climate 
change by connecting providers 
with those seeking environmentally 
friendly technologies. Its aim is to 
accelerate the development and 
deployment of green technologies 

around the world by connecting 
technology and service providers with 
those seeking innovative solutions to 
the environmental challenges they 
face.

Green technologies are defined as 
those that “protect the environment, 
are less polluting, use all resources 
in a more sustainable manner, 
recycle more of their wastes and 
products, and handle residual 
waste in a more acceptable manner 
than the technologies for which 
they were substitutes” and include 
know-how, procedures, goods 
and services, equipment, as well 
as organisational and managerial 
procedures. Providers submit details 
of their technology to the platform. 
Submissions are encouraged to be 
accurate and detailed, as the clearer 
the information about the technology, 
the more likely it is to be found and 
understood by a user. Submissions 
to the platform can then be freely 
viewed by the public.

WIPO Green prides itself on being 
the only platform to include in its 
database both technology ‘needs’ 
and technologies in all stages of 
development – from prototypes 
to marketable products – thereby 
listing both need and offering in one 
place. The WIPO Green database 
contains around 3,600 entries from 
around 1,200 users, both in the 

public and private sectors. It is felt 
that collaborative efforts between 
users can help to stimulate the 
development and distribution of 
green technologies. This is supported 
by research: a study by the University 
of Cambridge demonstrated that 
the patenting activity of US green 
technology start-ups climbed by an 
average of over 73% every time they 
collaborated with a government 
agency on a green tech development.

In keeping with this, WIPO Green runs 
annual Acceleration Projects, which 
focus on a particular geographical 
area or technological domain. The 
2019-2020 Acceleration Project 
concerns climate smart agriculture 
(CSA), an approach to agricultural 
development that conceptually 
links the areas of climate change 

“ WIPO Green 
prides itself on 
being the only 
platform to include 
in its database both 
technology ‘needs’ 
and technologies 
in all stages of 
development.
             ”
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and food security and aims to 
increase agricultural productivity, 
improve resilience, reduce 
vulnerability to climate change and 
reduce greenhouse gas emissions. 
The project identified over 100 
collaboration opportunities in the 
field of CSA within the database, and 
details of 18 of these technology 
seekers are currently highlighted on 
the WIPO Green website.

The technology that forms the focus 
of a submission to WIPO Green does 
not need to be patented, or in the 
process of being patented. However it 
is advisable for a patent application to 
have been filed prior to a submission, 
as disclosure of confidential or 
sensitive information on the platform 
may well jeopardise a subsequent 
patent filing. In addition, any licensing 
of the technology is governed by 
individually negotiated agreements 
rather than via the platform, and a 
patent or patent application for the 
technology is an important tool in any 
such negotiation.

We have considerable experience 
in identifying and protecting 
innovations in the clean tech and 
green tech fields. Environmental 
technologies often involve a high 
degree of complexity, which requires 
in depth understanding of different 
technical fields. Our clean and green 
tech teams include attorneys and 
lawyers with engineering, electronics, 
chemistry and biochemistry 
backgrounds, working in multi-
disciplinary teams to bring their 
combined understanding to the 
drafting process and subsequent 
prosecution of the patent application. 

Our expertise includes batteries, 
biofuels, biomass, fuel cells, 
photovoltaic cells, geothermal 
power, hydropower, solar power, 
tidal power, wind power, water 
purification, hybrid/electric vehicles, 
anaerobic waste digestion, energy 
management, recycling, waste 
disposal, waste product utilisation, 
and carbon capture. To give just 
one example, our interdisciplinary 
bioinformatics team of computer 
scientists and biologists, which has 
gained a deserved reputation for 
protecting green innovations involving 
both subject areas, have successfully 
secured the grant of an application 
for image processing of crops. We are 
also skilled at securing accelerated 
processing before the UK Intellectual 

Property Office of patent applications 
relating to innovations which have 
environmental benefit.

IP rights play a critical role in 
encouraging innovation and 
investment in the green technology 
field and we would be delighted to 
talk to you about your work in this 
area, or explain more about WIPO 
Green, further details of which can be 
found here. 

Kate McNamara
kmcnamara@vennershipley.co.uk 

www.vennershipley.co.uk
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muscles, and gives feedback during 
performance of Kegel exercises 
via the connected app. Performing 
exercises correctly can be important 
in reducing incontinence and risk 
of pelvic floor damage, and being 
able to monitor improvements can 
provide motivation to continue with 
the exercises over time. Increasing 
developments in the area of pelvic 
floor health, such as the Elvie trainer, 
are addressing common issues 
such as incontinence to a greater 
extent, as the 'taboo' on women’s 
intimate health needs is being 
lifted. Other examples in the area 
of pelvic floor health include apps 
such as the NHS 'Squeezy' app which 
sends reminders to perform Kegel 
exercises throughout the day, and 
can be used to support physiotherapy 
programmes. These apps and devices 
becoming more prevalent and widely 
available help to raise awareness of 
pelvic floor health issues and educate 
women on how to improve the quality 
of their lives by improving their 
pelvic floor strength; that is, women 
suffering from incontinence do not 
just have to accept the fate of wearing 
a Tena Lady on a daily basis in case of 
a surprise wee when they sneeze. 

Of course, such companies as Tena 
clearly have their place in providing 
solutions for incontinence. In addition 
to the well-known incontinence 
pads, Tena also provides a range 
of products including disposable 
incontinence underwear which are 
available in a range of colours and 
styles, in order to provide more 
choice and to make a step closer to 
'normality' compared to needing to 
use an incontinence pad. 

Along similar lines, but in the period 
product market, some companies 
are offering 'period underwear', 
which are a more eco-friendly and 
sustainable option of period care 

A recent Government report shows 
that women make up only around 
23% of the STEM workforce, and it 
is clear that we still live in a world 
designed by men. The number 
of female inventors has doubled 
between 1998 and 2017, from 6.8% to 
12.7%. Although the actual numbers 
remain low, the trend is promising. 
In the particular area of Femtech, a 
report by Clearview IP in 2018 showed 
that the number of female inventors 
named on patent applications is 
35%, substantially higher than 
the proportion of 21% for patent 
applications over all technology areas, 
showing a drive in technology for 
women, by women. But what exactly 
is Femtech all about?

The term 'Femtech' was coined by 
Ida Tin, the founder of a period 
tracking app called 'Clue'. Using 
Clue, symptoms of the menstrual 
cycle, including basal temperature, 
are tracked in order to pinpoint 
ovulation, which can be used to 
improve chances of conception. In 
addition, Clue allows a huge number 
(30+) of cyclical symptoms to be 
tracked allowing women to gain 
insight into their own individual, 
unique menstrual patterns. The 
app also provides an abundance of 
information about how the female 
body works - which is so much more 
complex and fascinating than what 
you get taught in your school biology 
lessons. Femtech generally relates 
to technology for women’s health. 
Such technologies include fertility 
solutions, period and fertility tracking 
apps, pelvic healthcare, pregnancy 
and nursing care, at home fertility 
and monitoring devices, general 
healthcare, period care goods, and 
women’s sexual wellness.

The Femtech industry is a rapidly 
growing market, expected to become 
a $50 billion market by 2025 (Frost 

and Sullivan). The level of venture 
capital investment in this area has 
increased from $23 million ten years 
ago to $391 million in 2019. However, 
the level of investment may still be 
being hampered by male investors 
who may not appreciate the value of 
Femtech products, and see Femtech 
as being a bit of a niche area. 
The biggest single investment in 
Femtech to date was $42 million to 
British company, Elvie. Elvie’s Tania 
Boler notably said “in an ideal world 
we wouldn’t need Femtech, because 
51% of the UK population is women. It’s 
definitely not niche”. 

Elvie makes two main products: a 
silent, wearable breastpump, and 
a pelvic floor trainer, each of which 
can connect to an app. Elvie’s pump 
allows women the freedom to pump 
wherever, whenever, by simply 
placing the pump inside their nursing 
bra. This is a dramatic lifestyle shift in 
which women can now incorporate 
pumping in their day-to-day life 
instead of needing to set aside time in 
the day to be attached to numerous 
wires, power sources, or manually 
pumping. Workplace equality is 
improved by providing a pumping 
solution which does ;not put women 
at a disadvantage by cutting into 
work time or needing to use their 
breaks for pumping. Breastfeeding 
mothers can participate in ordinary 
activities such as working, studying, 
doing household chores or just 
going out to see friends, without 
having to plan their activities around 
needing to pump at specific times 
of the day when they are away from 
their child. Elvie’s other product, the 
pelvic floor trainer, is advertised as 
helping with better bladder control, 
faster postnatal recovery and 
enhanced intimacy, all as a result 
of strengthening the pelvic floor. 
The device includes force sensors to 
measure the strength of the pelvic 

The future of Femtech 
International Women’s Day 2020 was celebrated on Sunday 8 March this 
year. The day is all about encouraging female empowerment, celebrating the 
achievements of women and raising awareness about the need to continue to 
address gender bias both in the workplace and society as a whole.
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goods compared to conventional 
sanitary towels and tampons, which 
are disposable and can contain large 
amounts of plastic. Thinx is one 
such company, and provides various 
different types of underwear which 
vary by style, colour, size and the level 
of flow they are capable of absorbing. 
Thinx is also trying to improve social 
equality – on its website it highlights 
that “1 in 5 students struggle to 
afford period products or are unable 
to purchase them at all, with 84% 
of young people either missing a 
class or knowing someone who has 
missed a class due to lack of access”. 
Accordingly, girls from disadvantaged 
background who are unable to afford 
period care goods are more likely to 
have their education detrimentally 
impacted. Thinx recognises that 
availability of period goods is a social 
issue that needs addressing, and 
is involved in initiatives to improve 
access to basic hygiene products.

The Mooncup is a more established 
sustainable period product, the 
popularity of which is increasing as 
the concern for the environment also 
increases. The impact of conventional 
disposable period goods is highlighted 
on Mooncup’s website - on 
celebrating their 15th birthday in 2017 
they indicated that the Mooncup had 
resulted in 1.7 billion fewer tampons 
and pads ending up on our beaches 
or in landfill. However, it is clear 
that there is still so much potential 
for more women to make the move 
over to reusable, sustainable period 
care goods: the Mooncup website 
quotes statistics from the Great 
British Beach Clean Survey in 2018 
which found an average of three 
used sanitary product items per 
100 meters of UK beach surveyed. 
Sustainable solutions to period care 
goods is a growing area, in addition to 
the reusable solutions such as those 
from Thinx and the Mooncup, the 

more conventional sanitary towels 
and tampons are being overhauled 
by companies. For example, organic 
cotton is being used in new sanitary 
towels and tampons (e.g. Mondays, 
Flo, Natracare), and cotton tampon 
applicators are replacing conventional 
plastic applicators (Flo). Cycle tracking 
apps such as Clue, mentioned above, 
are becoming more popular, with 
many different options now available. 
Natural Cycles, one such app, is even 
certified in the EU and US for use as 
a contraceptive - it pinpoints fertile 
days (six days per cycle) using daily 
temperature measurements, and 
indicates that these are the days 
you would need to rely on another 
form of contraception in order to 
avoid getting pregnant. The app can 
also be set to a mode for planning 
a pregnancy, as well as avoiding 
pregnancy. 

In addition to cycle tracking apps, 
wearable fertility trackers, such as 
Ava, are available in order to improve 
chances of conception when trying for 
a baby. Ava is a bracelet which takes 
measurements of skin temperature, 
resting pulse rate, heart rate 
variability, perfusion and breathing 
rate during sleep. The device syncs 
with an app in order for the apps 
algorithm to use the collected data 
to determine ovulation and fertility 
window. Investment in companies 
providing IVF and egg freezing is also 
increasing, allowing women more 
freedom as to when to choose to 
have a family. Increasing investment 
in these areas and improving access 
to such services is important in a 
number of different ways. Women are 
able to have more flexibility as to the 
time of their life they choose to have 
a baby, and are not as constrained by 
the proverbial ticking clock. Equality 
can be improved for women in same-
sex relationships through improved 
access to these technologies for 
starting a family.

It is clear that Femtech is exploding 
with innovation right now, and that 
there is still a wealth of further 
opportunity to be had. However, one 
particular area where technology 
is currently lacking is in the area of 
menopause. Women of menopausal 
age are the fastest growing 
demographic of the workforce 
(Government report on Menopause), 
so solutions which help reduce and 
manage menopausal symptoms could 
be important in improving quality of 
life, ability to continue working and 
reducing sick days. There is therefore 
potential for lots of growth for new 
technologies in this area.

These technology areas are relevant 
to the lives of most women, and as 
these issues are discussed more 
openly and honestly there can be 
more innovation, more investment, 
and more needs being met.

Women are increasingly speaking out 
about the issues affecting them and 
making their voices heard in order 
to make the world work for them. 
This rising wave of 'Femtech' is just 
one example in which the world is 
adapting to work better for women 
- new and innovative solutions are 
being developed in response to very 
real need and demand, and this 
is ultimately empowering women 
through education and choice.



A look at how Tesla is using the power of patents.

Does Tesla’s open 
source patent 
philosophy mean they 
are free to use?
When someone mentions electric 
vehicles, one of the companies that 
springs to people’s minds, even to 
those who know little about electric 
vehicles, is Tesla, mainly due to 
their great brand recognition and 
marketing. However, there are many 
other traditional car companies who 
are in the market, including Renault 
and Nissan, Volkswagen (Audi), 
Hyundai, Daimler, Toyota, Ford and 
Jaguar to name a few. Tesla being 
widely recognised may be down to 
Tesla’s claims of leading the way in 
modern electric vehicle production or 
perhaps it has something to do with 
their CEO, Elon Musk – who famously 
launched his own Tesla into space 
as a proof of concept for his Space X 
project.

Patents free?
Tesla’s large market share and 
household brand for electric vehicles 
can be attributed to its claims of 
field-leading innovation and it being 
one of the first companies to see the 
potential and benefit to the world in 
developing electric vehicles.
To complement its innovation, 
Tesla patents its inventions and it is 
highly likely that some intellectual 
property is protected by trade secrets. 
Musk states that at Tesla they “felt 
compelled to create patents out of 
concern that the big car companies 
would copy our technology and then 

use their massive manufacturing, 
sales, and marketing power to 
overwhelm Tesla”.

In essence, Tesla has used the patent 
system in the past for exactly the 
reason it has been developed: to 
protect its hard work and innovation 
from being utilised by others without 
Tesla’s consent. A quick patent 
database search will find around 900 
results for patent applications where 
the applicant is Tesla Inc., or Tesla 
Motors as they were formerly known. 
One of the first of the published 
applications (WO2006/124663) back 
in November 2006 was for a method 
and apparatus for mounting, cooling, 
connecting and protecting batteries. 
Others, like WO2007/145726, 
published in December 2007 relate 
to efficient rotors for an electric 
motor. Many early applications also 
relate to thermal management of 
cells and batteries or to detection and 
prevention of a thermal event, as well 
as charging systems and cell designs.

This large portfolio of applications 
in an area that few companies were 
working at the time gave Tesla an 
advantage over the competition. 
Not only was Tesla further ahead in 
innovation and development, but its 
patents, a list of which can be found 
on Telsa’s website,  granted Tesla a 
monopoly on the patented technology 
and therefore the right to prevent 
anyone from infringing their rights 
by using Tesla’s technology without 
permission.

All our patent are belong 
to you
That is why it was a shock to the 
general public in June 2014 when 
Elon Musk issued a statement titled 

'All Our Patent Are Belong To You'. 
Musk stated that “in the spirit of 
the open source movement”, Tesla 
would not “initiate patent lawsuits 
against anyone who, in good faith, 
wants to use our technology”. This 
was allegedly done to accelerate the 
advent of sustainable transport.

The statement suggested that the 
patent system was holding back 
the creation of compelling electric 
vehicles. Perhaps most ironically, 
Musk described patents as devices 
to entrench the positions of giant 
corporations.

However, it is well known and 
well documented that the patent 
system encourages innovation 
and progression. In exchange for a 
monopoly on an apparatus or method 
for up to 20 years, the patentee must 
disclose the know-how to enable 
others to replicate the invention. Not 
only does this disseminate knowledge 
throughout a technical field but it 
allows others to improve on it. 

The electric vehicle sector is an 
example in itself. As more and more 
companies turn their attention to 
electric propulsion solutions, patent 
applications filed relating to electric 
propulsion have increased from less 
than 2,000 a year in 2009 to almost 
14,000 a year in 2018, with just 
below 5,000 applications directed to 
hybrid vehicles and 5000 applications 
directed to battery vehicles. The 
development of electric vehicles is 
such that there were more patent 
applications filed relating to electric 
vehicles than internal combustion 
engines, which in the same period 
increased from around 6,000 filings a 
year to around 11,000 filings.
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In Musk’s statement he said that 
Tesla’s true competition was not the 
“small trickle of non-Tesla cars being 
produced, but rather the enormous 
flood of gasoline cars pouring out 
of the world’s factories everyday”. 
This statement may not be so true 
today as other manufacturers join 
the marketplace for electric vehicles, 
but at the time of the statement 
electric vehicle sales of the major 
manufacturers equated to less than 
1% of their vehicle sales. 

You may think that applying the open 
source philosophy today in such a 
competitive environment, and even 
in the past in such a potentially large 
growth sector, would be a crazy 
thing for Tesla to do. However, this 
is because 'open source philosophy' 
does not really change things for 
Tesla’s actual competitors.

Tesla’s 'open source philosophy' 
comes with conditions. The main 
qualifier in Tesla’s 'Patent Pledge' 
is that Tesla will not initiate patent 
lawsuits against a party acting in 
'good faith. According to Tesla, a party 
is acting in 'good faith' so long as the 
party (and anyone related/affiliated/
associated) has not:

• asserted, helped to assert, or 
financially backed an assertion of 
(i) any intellectual property right 
against Tesla, or (ii) any patent 
right against a third party for the 
use of its technologies relating 
to electric vehicles or related 
equipment

• challenged, helped to challenge, 
or financially backed a challenge 
to any Tesla patent 

• marketed or sold any knock-off 
Tesla product or helped another 
party to do so.

So, essentially, Tesla’s patents are only 
free to use if: you do not enforce any 
right against Tesla, you do not enforce 
any patent right against another 
party, you do not oppose Tesla’s 
patents or copy Tesla’s designs.

Using Tesla’s technology would 
essentially make any other company’s 
own intellectual property rights 
redundant. On the other hand, Tesla 
benefits from the arrangement 
because it appears that Tesla is free 
to use any improvements made to its 
technology by another party. 

The options mentioned above are not 
the only way a party can use Tesla’s 
technology. Parties can still attempt 
to use Tesla’s technology without 
necessarily having to open up their 
own IP portfolios by negotiating a 
licencing agreement with Tesla. Yet, it 
should still be clear that Tesla is still 
gaining from the transaction, whether 
it be in the form of licencing fees or 
royalties, or even cross licencing. 

Patents or secrets?
Since Tesla has pledged not to 
enforce its patent portfolio, how does 
Tesla protect its intellectual property?
Not many would be surprised to 
learn that although Elon Musk 
grumbled about the patent system in 
his statement, Tesla still applies for 
patents on its inventions.

One recent example is 
WO2020/028625, which discloses 
an interactive user interface for 
a steering wheel that recognises 
gesture movements made by a user.
Further examples are 
WO2019/241869, which discloses a 
new chemical additive for lithium-ion 
batteries and WO2019/173891, which 
discloses battery systems based on 
two-additive electrolyte systems. 

Tesla actually released “all” the data 
related to the research leading to the 
‘891 application. However, a former 
member of the research team said 
that the data will have been released 
to allow others to benchmark 
themselves against Tesla.

Tesla is known for using trade secrets 
for protecting its inventions and is 
also known to use the full extent of 
the law to prevent or punish ex-
employees from revealing details that 
are supposed to be secret.
In summary, based on the hundreds 
of patent applications made by 
Tesla, it is clear that Tesla strongly 

values the patent system as a way of 
protecting technology derived from its 
engineers’ hard work and innovation. 

What’s the cost?
Based on patent application filings 
of Tesla and in general, it does not 
appear that automotive companies 
will be turning their backs on the 
patent system due to the advantages 
of the trade off between public 
disclosure and limited monopoly, 
increased innovation, and potential 
monetary gains from licensing.
The trend towards electric vehicle 
development and patent protection 
is not slowing down. However, 
it appears that any patent rights 
obtained by a party that has used 
Tesla’s IP based on the Patent Pledge, 
will be redundant. So, the cost of 
using Tesla’s open patents appears 
to be that the party’s own intellectual 
property rights are free to be used by 
any other party.

Jack Rogan
jrogan@vennershipley.co.uk 

www.vennershipley.co.uk
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“ However, it is 
well known and 
well documented 
that the patent 
system encourages 
innovation and 
progression. ”
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The UK formally and finally left the EU on 31 January 2020, with a transition 
period to the end of 2020. The intent of the UK Government is far clearer than 
the previous one, and it is highly unlikely that the end of the year date will 
change. So from 1 January 2021 the UK will be wholly separate from the EU 
and on its divergent course. 

Brexit – don’t give up – 
read on…

Early signs of that has been the 
confirmation that the pan-European 
Unitary Patent Court, if it goes 
ahead at all, will not include the UK. 
This is not surprising, but Venner 
Shipley is directly engaged with the 
UK Government on what the future 
may hold for European Patent 
Litigation, including considering the 
UCP reverting to being a court for all 
European Patent Convention states, 
instead of the UPC focus on the EU. 
The UK Government also changed 
its structure of negotiation, closing 
the Department for Exiting the EU 
and instead, the Prime Minister will 
personally oversee the negotiation 
task force with the EU. There is now 
a transition period until the end of 
2020 while the UK and EU negotiates 
additional arrangements, and 
everything at present in regard to 
trade, travel and business for the UK 
and EU will continue as before during 
the transition period.

The UK has already set out its position 
to the EU and the main element is 
the request for a comprehensive free 
trade agreement, or FTA, covering 
substantially all trade. The UK has 
also proposed an agreement on law 
enforcement and judicial cooperation 
in criminal matters and agreements 
in technical areas covering aviation, 
energy and civil nuclear cooperation 
which will help ensure continuity for 
the UK.

The UK is seeking the type of 
agreement which the EU has already 
concluded in recent years with other 
nations. The UK proposal draws on 
previous EU agreements such as the 
Canadian Comprehensive Economic 
Trade Agreement, the EU-Japan 
Economic Partnership Agreement 

and the EU-South Korea Free Trade 
Agreement, and the approach 
is consistent with the Political 
Declaration agreed last October 
between the UK and the EU, in which 
both sides set the aim of concluding 
a ‘zero tariffs, zero quotas’ Free Trade 
Agreement.

What should you watch for in the 
coming transition period:

1. Contractual jurisdiction and 
enforcement of judgments

2. Regulatory approvals
3. Trade mark changes with the loss 

of the EU mark for the UK
4. Visa policy
5. Other intellectual property issues.

1. Contractual jurisdiction 
and enforcement of 
judgments
Presently when you enter a contract 
you can elect your choice of law 
and have a court judgment on it 
recognised across Europe. The 
essence of this is expected to remain 
unchanged at least where a case 
commenced before the end of the 
transition period. This is due to Article 
67 of the Withdrawal Agreement 
maintaining the current rules on 
enforcement and on jurisdiction (the 
Brussels Regulation), so UK judgments 
will continue to be enforceable in EU 
member states, and vice versa, in the 
same way as at present.

In proceedings commenced post-
transition, where there is no exclusive 
jurisdiction clause, the enforcement 
of judgments will depend on the 
domestic rules in the UK and each 
EU state. This may mean slower 
enforcement than under the rules in 

the Recast Brussels Regulation (which 
is the system of determining which 
court hears a case). Proceedings 
commenced post-transition, i.e. 2021 
onwards, with an exclusive jurisdiction 
clause entered into post-transition, 
are expected to be dealt with in 
the same way as at present. This 
is based on the UK acceding to the 
Hague Convention on Choice of Court 
Agreements 2005. Hague provides for 
enforcement of judgments in a similar 
way to the Recast Brussels Regulation, 
but it applies only where both:

• there is an exclusive jurisdiction 
clause concluded after its entry 
into force for the state of the 
chosen court (assuming the 
clause is within the scope of the 
Convention, so, for example, it 
does not apply to employment 
and consumer contracts) and

• proceedings were commenced 
after its entry into force for the 
state of the court hearing the 
matter.

The UK has been a member of Hague 
since October 2015 via the EU. In 
December 2018, the UK deposited 
its instrument of accession to Hague, 
with the intention that it join in 
its own right from April 2019 if it 
exited the EU without a deal on 29 
March 2019. It has since suspended 
its accession to take account of 
the various extensions but is now 
expected to resume its accession 
process. Proceedings commenced 
post-transition, with an exclusive 
jurisdiction clause entered into 
before the end of transition, is more 
complicated. Judgments may be 
enforceable under Hague where the 
clause was agreed after 1 October 
2015 but before the end of the 
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transition period, but there are some 
uncertainties. It is therefore important 
to consider whether, if Hague does 
not apply, the judgment will still be 
enforceable under domestic rules in 
the UK or the relevant EU state.

If you have an exclusive English 
jurisdiction clause then the guidance 
issued by the European Commission 
of April 2019 suggested that Hague 
would only apply when the UK 
re-joined Hague in its own right. In 
short, if you have a dispute based on 
a contract entered before 2021, you 
need to talk to your lawyers about 
what that might mean for you in the 
event of litigation. 

If you have an exclusive jurisdiction 
clause in favour of another EU state, 
then generally the UK is expected 
to enforce any associated foreign 
judgment. The UK Government’s 
explanatory memorandum on this 
point suggests that for clauses agreed 
before the UK re-joins Hague, the 
UK would only apply the Hague rules 
where it would previously have done 
so; that is, where there is a judgment 
pursuant to an exclusive jurisdiction 
clause in favour of Mexico, Singapore 
or Montenegro. This was on the 
basis that Hague had been largely 
inapplicable between the UK and the 
EU member states, as jurisdiction 
clauses in favour of any EU member 
state are covered by the rules in 
the Recast Brussels Regulation, and 
separate provision would be made in 
a related statutory instrument dealing 
with the EU and the application of 
the Brussels regime. That related 
statutory instrument provided that 
where proceedings were commenced 
in an EU member state before 
exit, the resulting judgment would 
continue to be enforced in the UK 
under, effectively, the rules in the 
Recast Brussels Regulation. 

It made no special provision where 
an exclusive jurisdiction agreement 
was entered into in favour of an EU 
member state court prior to exit, but 
proceedings were commenced only 
after exit, so that the Recast Brussels 
Regulation would not apply. If these 
matters are of concern then you need 
to look out for the UK Government 
comments on the application and 
effect of the Hague Exit Regulations 
and the Brussels statutory instrument, 
and make changes to your contracts 
to account. If Hague does not apply, it 
will still be possible to enforce an EU 

member state judgment in the English 
court by suing on the judgment as 
a debt, but this will, of course, only 
apply to money judgments.

2. Regulatory approvals
The main change was the moving 
of the European Medicines Agency 
(EMA) from London to Amsterdam, 
the Netherlands, in March 2019. 
This occurred under Regulation 
(EU) 2018/1718, which covers 
EMA's location and seat. The EMA is 
continuing to operate in accordance 
with the timelines set by its rules 
and regulations during its relocation 
and throughout the Brexit process. 
This means there will be no other 
changes to the approval process until 
2021. For planning purposes, the 
EMA is working on the scenario that 
the UK will become a third country 
after Brexit. As a consequence, the 
UK will no longer be able to engage 
as (co)-rapporteur for new marketing 
authorisation applications via the 
centralised procedure. 

In preparation for Brexit, the EU27 
member states and EMA redistributed 
the UK's portfolio of medicines 
to other EU member states. This 
involved transferring over 370 
centrally authorised products to 
rapporteurs and co-rapporteurs from 
the EU27 plus Iceland and Norway. 

The EMA informed the relevant 
marketing authorisation holders 
of the new (co)-rapporteurships 
at the end of April 2018, and in 
September 2018, the new (co)-
rapporteurs received a knowledge 
transfer package for each product. 
This contained background on the 
regulatory and evaluation history 
of each product, including the most 
recent benefit-risk assessment. The 
transfer package also helps each 
national competent authority forecast 
upcoming workload and support the 
planning of resources, particularly for 
complex products in the portfolio. The 
new rapporteurs and co-rapporteurs 
have been fully responsible for these 
medicines since 1 July 2019. 

An important negotiation in 2020 
therefore is how, going forward, UK 
medicines will be approved and the 
recognition process between the 
UK and EU on products. Post-Brexit 
the UK’s Medicines and Healthcare 
Products Regulatory Agency (MHRA) 
will deal with UK approvals. The 

UK’s currently stated position is that 
transitional provision in legislation 
will ensure that all currently granted 
Centrally Authorised Products (CAPs) 
automatically become UK Marketing 
Authorisations (MAs) on exit day, 
although the holders will have a short 
period of time after exit day within 
which to opt out of having an MA. 
The MHRA will have oversight of all 
pharmacovigilance activities. 

Currently, risk management plans, 
reports of suspected adverse drug 
reactions from the pharmaceutical 
industry, the majority of periodic 
safety update reports (PSURs) and 
post-authorisation safety studies 
(PASS) are submitted and assessed at 
EU-level. Post-Brexit, these will need 
to be submitted to and assessed by 
the MHRA. Therefore the UK has an 
important negotiation in 2020 to 
clarify going forward how UK and EU 
medicines will be approved and how 
the recognition process between the 
UK and EU on products between our 
respective authorisation regimes will 
operate.

Supplementary protection 
certificates

Supplementary protection certificates 
(SPCs) are national rights which exist 
separately in each EU member state, 
as a light form of patent extension 
where your patent expires not long 
after medical regulatory approval of 
a product covered by the patent. It 
is expected that the UK SPC regime 
will continue with little or no change 
of substance, though the link to the 
Court of Justice of the European 
Union (CJEU), currently the highest 
appeal court for SPC matters, will 
be broken for the UK. It is possible 
that in the future, UK law and/or 
jurisprudence relating to SPCs may 
diverge from EU law.

3. Trade mark changes 
with the loss of the EU 
mark for the UK
The big Brexit shift is the return to 
national UK trade marks and designs 
as the only recognised rights, and 
the end of EU trade marks (EUTMs) 
and designs applying to the UK. The 
European Union Intellectual Property 
Office (EUIPO) notice on the EU/UK 
Withdrawal Agreement confirms there 
will be continued application of the 
EUTM Regulations and the registered 
community design (RCD) during 
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the transition period covering all 
substantive and procedural provisions 
as well as the rules concerning 
representation in proceedings before 
the EUIPO.

In consequence, all proceedings 
before that involve grounds of refusal 
pertaining to the territory of the 
UK, earlier rights originating from 
the UK, or parties/representatives 
domiciled in the UK, will run as 
they did previous, until the end 
of the transition period. Holders 
of EUTMs and RCDs which are 
granted and published before the 
end of the transition period will be 
granted equivalent UK registrations 
automatically. The UK IPO has agreed 
not to charge any official fees for this, 
but there may be the costs of your 
advisors in helping you ensure all 
registrations have occurred.

Applications for EUTMs or RCDs still 
pending and unpublished at the 
end of the transition period will be 
given a period of nine months to file 
corresponding UK applications for 
the same marks and designs. The 
new, equivalent UK registrations and 
corresponding applications will be 
accorded the same filing dates and 
priority dates as the original EUTMs 
and RCDs. If you are planning on 
seeking a new EUTM or RCD this 
year and protection is needed in the 
UK, then you should file as soon as 
possible to take advantage of the 
transition or file corresponding UK 
applications. After the end of the 
transition period, new trade mark and 
registered design applications must 
be filed separately in the UK and the 
EU, if protection is desired in both 
territories.

4. Visa policy
There is good news for science and 
innovation and for those concerned 
about the UK future approach to 
visas and immigration. The UK has 
confirmed a new visa - the Global 
Talent route replaces the Tier 1 
(Exceptional Talent) route and for the 
first time UK Research and Innovation 
will endorse applicants from the 
scientific and research community. 
The UK's aim is to make it easier 
to move talent to the UK and to no 
longer suppress non-European visa 
numbers. The reforms to the Global 
Talent route coincide with ambitious 
Government investment of up to £300 
million to fund experimental and 

imaginative mathematical sciences 
research by the very best global talent 
over the next five years. With around 
£60 million funding available per year, 
the investment will double funding 
for new PhDs. The changes are part 
of the initial-phase wider reforms to 
enable those with world class skills in 
science and research to come to the 
UK as soon as possible, and further 
announcements are expected in 2020.
 

5. Other IP issues in brief 
Status of existing patents, and 
pending and future European 
patent applications

Since the European Patent Office 
(EPO) is not an EU institution, nothing 
will change for granted European 
patents or for pending or as yet 
unfiled European patent applications, 
whether filed directly at the EPO or 
as an international (PCT) application 
designating Europe under the EPC.

The Unitary Patent and the UPC

The Unitary Patent system is not 
yet operational and the agreement 
establishing the UPC has not yet 
come into force. It is unclear at this 
stage whether the Unitary Patent 
system or the UPC will come into 
force because of a sucessful legal 
challenge in Germany. Regardless, in 
its current format where you must 
be an EU member state to participate 
and accept the supreme jurisdiction 
of the Court of Justice of the EU, the 
UK is confirmed as not participating. 
If the UPC does not come into force, 
or if no arrangements are made to 
permit the UK to remain a member of 
it, then the UK’s national court system 
will continue to have sole jurisdiction 
over UK patent disputes as it has now 
(whether under direct UK patents or 
European patents validated in the 
UK). However, since these are future 
possibilities and not yet in force 
anywhere, no action is needed for the 
time being.

No copyright directive

The UK will not implement the 
Directive on Copyright in the Digital 
Single Market as the UK will have 
exited before it is due to apply in 
June 2021. Any future changes to 
the UK copyright framework will 
be considered as part of the usual 
domestic policy process.

Database rights

After the transition period UK citizens, 
residents and businesses will no 
longer qualify for database right 
protection in EEA member states. A 
new, UK-only right is expected to be 
made available to UK stakeholders 
but will not be enforceable outside 
the UK. The UK is expected to honour 
database rights existing at the end of 
the transition period, whoever owns 
them, but EEA member states will not 
be obliged to reciprocate.

Parallel trade

Companies trading in IP protected 
goods (e.g. branded goods) are likely 
to be affected by changes in the 
rules about free movement of goods 
after the transition period. This may 
depend on any trade deal the UK 
is able to negotiate with the EU27 
during the transition period. In the 
absence of an agreement at the end 
of the transition period, rights holders 
may be able to prevent goods that 
have been put on the market in the 
UK being exported to the EU27.

IP licences

Licensors and licensees should 
review existing licences to ensure 
that definitions – for example, the 
definition of the Licensed Territory 
– still operate as intended. They 
may also wish to consider whether 
licensing arrangements which treat 
the EU/EEA as a single licensed 
territory remain appropriate.

So things are changing, but it is not 
all bad, and the future of the UK for 
the medical sciences and associated 
industry is more interesting than 
troubling.

James Tumbridge 
jtumbridge@vennershipley.co.uk 
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The development of 
lab-on-chip devices
Lab-on-chip (LOC) devices can be described as “miniature versions of 
their macroscale counterparts”. In other words, LOC devices are able to 
perform multiple biochemical processes which are usually performed in the 
laboratory.

Already widely used in the 
pharmaceutical industry, the 
development of LOC devices as point-
of-care diagnostic devices may make 
this technology increasingly relevant 
with the recent outbreak of the 
Severe Acute Respiratory Syndrome 
coronavirus 2 (the virus responsible 
for COVID-19).

LOC technology is based on the 
field of microfluidics. Microfluidics 
is concerned with the manipulation 
of nano-litre volume liquids through 
microchannels and LOC devices 
are designed to perform chemical 
analysis of samples in the scale of 
nano-litres. LOC devices typically 
include microfluidic elements which 
perform operations such as reagent 
storage, fluid transport and product 
detection. However, rather than 
being performed by separate devices 
in a laboratory, these operations 
are realised by interconnected 
fluidic microchannel networks and 
other components, such as reaction 
chambers and detectors, which are 
integrated onto a single chip in the 
LOC device.

The first LOC was developed at 
Stanford University in 1979 for 
use in gas chromatography. On 
18 September 1984, a patent 
(US4471647) entitled 'Gas 
Chromatography System and 
Method' was granted to the Board of 
Regents of Stanford University, and 
described “a gas chromatographic 
assembly formed on a semiconductor 
wafer by etching techniques”. In the 
intervening decades, LOC devices 
have been developed for use in drug 
development and, increasingly, in 
diagnostics. Their application in this 
field is broad; LOCs can be used for 
the early detection of tumours and 
nosocomial infections, as well as for 
the detection of HIV biomarkers in 
blood serum.

LOC devices have a number of 
advantages over their macroscopic 
counterparts. In particular, LOC 
devices are by definition miniaturised 
devices, which enhances their 
portability and allows for in-situ 
measurements. LOC devices also 
have low manufacturing costs, as they 
can be made from readily available 
materials such as plastic. Accordingly, 
LOC devices are particularly attractive 
for use as point-of-care diagnostic 
devices and, more specifically, for 
use in emergency circumstances for 
tackling the outbreak of viral diseases.
During the outbreak of SARS in 
2002, the only diagnostic facility in 
Singapore was located in a single 
hospital, so that the influx of people 
to the facility to be tested increased 
the likelihood of the spread of the 
virus. LOC diagnostic devices remove 
the need of providing diagnostic 
facilities in a central location, which 
in turn can help to inhibit the spread 
of viral disease. For this reason, LOC 
diagnostic devices are already in use. 
For example, the Singapore-based 
medical device company Veredus 
Laboratories has developed the 
VereCoV detection kit, which is an LOC 
device capable of detecting the virus 
responsible for COVID-19.

There is great potential for developing 
LOC diagnostic devices specifically 
for use in developing countries. 
Conventional diagnostic equipment 
is expensive, requires skilled 
operators and is typically found 
in single-site medical centres. By 
contrast, the relative low cost and 
portability of LOC devices enables 
their implementation in areas 
with underdeveloped healthcare 
infrastructure. Such devices also 
typically output results which can be 
easily interpreted by operators with 
limited training. Proof-of-concept 
devices have already been developed. 

For example, B. J. Taylor of School of 
Public Health, University of Alberta, 
and others have developed a LOC 
polymerase chain reaction diagnostic 
device for the detection of malaria to 
demonstrate the potential for such 
devices to be used in developing 
countries.

The global outbreak of the virus 
responsible for COVID-19 has 
caused an increase in demand 
of LOC diagnostic devices and it 
will be interesting to see how LOC 
technology in the field of diagnostics 
develops further. It is clear that there 
is potential for LOC diagnostic devices 
to launch in both developed and 
developing markets. Thus, it is crucial 
now more than ever that developers 
of LOC devices ensure they have 
strong patent protection for their 
innovations. 

Claire Lightfoot
clightfoot@vennershipley.co.uk 

Kathryn Rose
krose@vennershipley.co.uk 

www.vennershipley.co.uk

13



Gary Whiting has been a patent attorney for more than 20 years, with almost 
half of that time spent in-house. Based on his experiences, Gary has outlined 
seven top tips for successfully navigating the IP world, when software 
developers are looking to patent their technology.

Software dos 
and don’ts

Introduction
When raising the subject of 
intellectual property (IP) with software 
developers, we often hear statements 
such as:

• copyright gives sufficient 
protection for our code

• we make extensive use of open 
source software and aim to be 
first to market. IP is not relevant 
to us

• you cannot patent software

This article provides some simple 
dos and don’ts, seeks to provide a 
starting point for considering how 
software developers can navigate the 
IP world and considers how true the 
statements above may be.

1. Don’t think that IP is not 
relevant to your business
IP can be particularly valuable when 
the cost of creation is high (in time or 
money) relative to the cost of copying. 
The development of pharmaceutical 
drugs is a classic example of this. 
The ease with which software can be 
copied arguably makes this concept 
relevant to software developments. 
At the very least, it is a topic that 
deserves informed consideration.

2. Do consider all types of 
IP
There are many types of IP that can 
be used to provide protection for 
software developments, including 
copyright, trade marks, registered 
designs, know-how and trade secrets. 
Which are appropriate depends on 
the circumstances.

Limitations to copyright protection 
include the requirement to prove 

ownership of copyright and the 
requirement to prove that actual 
copying (e.g. of your code) has taken 
place in order to prove infringement. 
Documentation and ownership are 
often key here. Can you prove who 
developed what and when? Do you 
have formal agreements in place with 
whoever worked on the code?

Registered designs protect the 
outward physical appearance of a 
product. Registered designs are rarely 
used by software developers but 
can be useful, for example graphical 
user interfaces can potentially be 
protected using registered designs.
An advantage of registered designs is 
that they are relatively cheap and easy 
to obtain, particularly compared with 
patents. Many software developers 
think that patents are not available in 
their field, but if you are addressing 
a technical problem, then patenting 
may be a viable option. Patents 
protect technical innovations, so, 
for example, software products that 
provide better systems (e.g. better 
image processing or more efficient 
data storage or error correction) can 
certainly be patented (if they are 
novel and inventive).

A final IP category that is often 
overlooked is know-how and trade 
secrets, which can be valuable in this 
field. Trade secrets are, of course, 
only secret whilst they are secret. 
They can also be difficult to trade.

3. Don’t think that IP 
licensing doesn’t apply to 
you
Businesses need to trade - this is the 
basis of licensing. IP can be traded 
(e.g. sold or licensed) and many 
software companies rely heavily on 
such licensing income.

The use of open source software 
(OSS) invariably involves IP licensing. 
'Permissive' OSS licences typically 
give the freedom to use, modify and 
share software, but with the right to 
develop proprietary derivative works. 
On the other hand, 'restrictive' OSS 
licences typically give the freedom to 
use, modify and share the software, 
but with a requirement to provide 
a licence on the same terms. It 
is important to understand the 
obligations that you are signing up 
to when entering into an OSS licence 
(particularly a restrictive OSS licence). 
As with any licence, it is critical that 
you understand what you are giving 
as well as what you are getting by 
agreeing to the licence. 

4. Do align your IP strategy 
with your short-term 
business goals
All businesses need income. Software 
developers obtain income in many 
different ways, e.g. selling/licensing 
products or services, providing 
consultancy services, developing 
apps, providing customisations or 
add-ons to existing products, etc.
How you are planning to make money 
in the short-term is relevant to your IP 
strategy.

If you are planning to sell or licence 
products or services, then IP is 
likely to be of some importance. For 
example, it may well be the IP itself 
(especially copyright) that you are 
trading. Trade mark protection for 
product names might also be worth 
investing in.

For developers providing consultancy 
services, brand and reputation may 
be your most valuable asset, in which 
case trade marks could be a good 
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investment. Independent software 
contractors are also typically in 
possession of trade secrets and 
know-how – giving these away will 
make such know-how (and you) less 
valuable. Also, do consultants own 
the IP in any products or services 
they develop for their clients? This 
should be made clear in consultancy 
contracts.

A common strategy for developers 
to make money in the short -term is 
simply being first to market. If this 
is your strategy, your own IP may 
be of limited relevance, but it may 
be worth considering whether you 
might infringe the IP of others. One 
question to consider is what will you 
do if others (e.g. larger competitors) 
enter the market? If you plan to leave 
the market at that stage, might it 
be possible to sell your IP to those 
competitors, enabling you to make 
some money and the other company 
to own some IP (which could be a 
win-win)?

5. Do align your IP strategy 
with your long-term 
business goals
Although short-term business goals 
are important, IP is perhaps even 
more important to the long-term 
goals of the business.

Two broad longer-term goals are: 
continuing with your existing business 
in the longer-term or selling the 
technology that you have developed 
(typically to a larger player).

If you are planning to continue with 
your existing business in the longer-
term, then IP may be of crucial 
importance. Successful products and 
services will be taken up by other 
companies and your IP may help you 
to compete. If this is your strategy, 
patents and designs may become 
more relevant (to restrict the ability 
of others to provide similar products), 
and trade marks in product/company 
names and logos should probably 
be obtained. Also, trade secrets 
developed over time may give an 
advantage over new entrants in the 
market.

If you are looking to sell your 
technology/business, then your IP 
portfolio may be a substantial part of 
the value of a business to a potential 
buyer. Copyright, patents, trade 
marks, designs and trade secrets can 

all be of value to a prospective buyer 
of your technology. Restrictive OSS 
can reduce the value of technology to 
a potential buyer, so if your long-term 
strategy is to sell the business, then 
avoiding restrictive OSS licences may 
make sense.

If your goal is to develop longer shelf-
life or complex products, then you 
will probably need to interact with 
other businesses, e.g. customers, 
funding agencies or collaborators 
for joint developments. You may 
need to disclose important details 
of your products and services 
before significant income can be 
obtained. Here, IP (particularly 
patents and designs) may assist you 
to stop 'freeloading'. IP can, in some 
circumstances, level the playing 
field with larger entrants to the 
market. Trade secrets can also offer 
advantages in more complex areas.

6. Don’t forget to consider 
what investors want
Both your existing and potential 
future investors will want to see 
a return on their investments. 
Depending on the investor, they may 
be looking for short-term, medium-
term or long-term returns. The 
ownership of IP that protects the key 
developments made by a company 
can be a significant asset that enables 
returns (particularly long-term 
returns) to be secured. Conversely, 
the usage of restrictive OSS can have 
a negative impact on future returns 
on investment.

Investors want to have confidence 
in a company that they are investing 
in. Protecting key assets of the 
company through IP can increase this 
confidence.

Investors expect to see a coherent 
and realistic strategy. For some 
investors, IP strategy is a key part of 
such a strategy.

7. Do ask questions and 
share experiences
IP is a specialist field and expert 
advice can be extremely valuable 
when developing an IP strategy. You 
should also consider discussing this 
topic with your peers – others will 
have addressed the same issues that 
you are facing. We often speak at 
industry events on this topic. If that 
would be of interest to you, please 
get in touch.

“ How you are 
planning to make 
money in the short-
term is relevant to 
your IP strategy.

             
”

www.vennershipley.co.uk
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The European Patent Office (EPO) has announced that almost all 
Examining Division oral proceedings and all examiner interviews will now 
be conducted by video conference. While there is little doubt that these 
changes have been introduced as a result of COVID-19, these changes 
appear to be permanent.

EPO entering the 
digital age

What are Examining 
Division oral proceedings?
While European patent practice is 
primarily a written procedure, the 
EPO gives applicants the right to be 
heard. The practical effect of this 
is that before the EPO can refuse 
a patent application, the applicant 
(or more typically the applicant’s 
representative) is summoned to oral 
proceedings before the Examining 
Division. The Examining Division 
for each patent application consists 
of the primary examiner (who 
conducted the search and issued 
the office actions prior to the oral 
proceedings), a chairman (typically a 
senior examiner who chairs the oral 
proceedings) and a second examiner.

The EPO is based in a number of 
different physical locations, with 
Examining Divisions mostly located in 
Munich or The Hague (with a rough 
50:50 split). Under the previous EPO 
rules, the default position was that 
oral proceedings took place at the 
EPO premises, which in practice 
meant the applicant’s representative 
typically travelling to meet with the 
Examining Division in Munich or The 
Hague.

It was possible under the previous 
EPO rules to request oral proceedings 
by video conference, and Venner 

Shipley has done this successfully for 
the last ten or so years as a matter of 
routine. The use of video conference 
was, however, something that 
needed to be requested specifically 
and the EPO did not always grant 
such a request. Typical reasons for 
the EPO refusing a request for oral 
proceedings by video conference 
were that the case was deemed by 
the Examining Division to be too 
complicated for video conference, 
or that there were simply no rooms 
with video conferencing facilities 
available on the allotted day of the 
oral proceedings. If the EPO refused a 
request for oral proceedings by video 
conference, there was nothing the 
applicant could do about it.

The EPO’s new rules for 
Examining Division oral 
proceedings
A Decision of the President of the 
EPO dated 1 April 2020 and its 
accompanying Notice has, however, 
changed EPO practice regarding 
Examining Division oral proceedings 
significantly. The biggest change is 
that video conference is now the 
default, with the EPO only allowing 
oral proceedings on the premises 
of the EPO under exceptional 
circumstances, for example when 
the oral proceedings requires direct 

taking of evidence. This change 
also applies to interviews with the 
examiner, which now must also take 
place by video conference.

Another important change, which no 
doubt has been precipitated by the 
current lockdown measures in most 
of Europe as a result of Covid-19, is 
that the new rules expressly allow 
members of the Examining Division 
to connect to the proceedings 
remotely from different locations. 
In such situations, the members of 
the Examining Division will conduct 
their own private video conference 
for deliberation and voting. The new 
rules also enable the applicant and 
their representative to connect to oral 
proceedings held by video conference 
from different locations.

These changes affect all summons 
to oral proceedings issued on or 
after 2 April 2020 and also apply to 
Examining Division oral proceedings 
for which a summons to oral 
proceedings on the premises of the 
EPO was notified prior to 2 April 2020, 
which the applicant has agreed to 
have held by video conference. As a 
result, it appears that any Examining 
Division oral proceedings that are 
currently scheduled to be on the 
premises of the EPO can now be held 
by video conference if the applicant 
requested that.

EPO Examining Division oral proceedings now by video conference
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It is, however, worth stressing that 
these permanent changes only apply 
to oral proceedings before Examining 
Divisions, and not to oral proceedings 
before the Boards of Appeal or to 
oral proceedings before Opposition 
Divisions. Tim Russell provides 
details on the state of play of video 
conferencing for Board of Appeal and 
Opposition Division oral proceedings 
in his articles in this issue.

Simon Taor 
staor@vennershipley.co.uk 

“ These changes to 
Examining Division 
oral proceedings 
are very welcome, 
and will be very 
well received by 
applicants around 
the world, reducing 
the economic and 
environmental cost 
of travelling to the 
EPO’s premises. ”

www.vennershipley.co.uk

These permanent changes to 
Examining Division oral proceedings 
are very welcome, and will be very 
well received by applicants around 
the world, reducing the economic and 
environmental cost of travelling to the 
EPO’s premises. 
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As a result of COVID-19, many Opposition Division oral proceedings have been 
postponed. In response, the EPO has announced details of a pilot project for 
Opposition Division oral proceedings to be held by videoconference.

Pilot project - oral proceedings by video conference before 
Opposition Divisions

This follows the EPO’s recent decision 
to conduct almost all Examining 
Division Oral Proceedings in the 
same way. In contrast to Examining 
Division proceedings, Opposition 
Division proceedings involve at least 
two parties (patentee and opponent) 
and because of this, the practicalities 
of conducting Opposition Division 
oral proceedings by video conference 
are greater. Nevertheless, although 
this pilot is clearly a response to the 
disruption caused by COVID-19, if 
successful the pilot may lead to more 
Opposition Division oral proceedings 
being held this way even after the 
disruption caused by COVID-19 is 
over. 

The pilot project will extend to all 
oral proceedings before Opposition 
Divisions and will run until 30 April 
2021. However, oral proceedings 
will only be held by videoconference 
at the discretion of the Opposition 
Division and then only if all parties 
agree. It is therefore possible for one 
party to prevent oral proceedings by 
video conference by declining to take 

part in the pilot. Our attorneys are 
already receiving communications 
(most commonly by email) from the 
EPO inviting us to participate in the 
pilot on individual cases. 
Key features of the pilot include:

• The pilot allows the members 
of the Opposition Division to 
connect to the oral proceedings 
remotely from different locations. 
The parties will be informed if this 
is this case 

• Likewise, the Opposition Division, 
upon request, may allow the 
parties, their representatives 
and any persons accompanying 
the parties or representatives to 
connect to the video conference 
from different locations. If the 
number of participants may 
impair the efficient running of the 
oral proceedings, the Opposition 
may decline connections from 
multiple locations

• Arrangements can be made for 
members of the public to connect 
to the oral proceedings

• Documents submitted during oral 
proceedings are submitted by 
electronic means and at the same 
time distributed to all the parties

• The pilot also includes an 
understanding that if any 
party experiences technical 
problems connecting to the oral 
proceedings (including during the 
oral proceedings), the Opposition 
Division will issue a new 
summons to oral proceedings

• Oral proceedings involving the 
taking of evidence (Rule 117 of 
the European Patent Convention) 
cannot be held by video 
conference.

If this affects you and you would 
like to discuss what options you 
have, one of our attorneys would be 
happy to talk to you. We will monitor 
developments and report accordingly. 

On 6 May 2020, the President of the Boards of Appeal published the latest 
update regarding the holding of oral proceedings before the EPO Boards of 
Appeal as a result of COVID-19.

Video conference oral proceedings before the Boards of Appeal

The Boards of Appeal now intend to 
permit the use of video conferencing 
for participating in oral proceedings. 
However, the use of video 
conferencing will only be conducted 
with the agreement of all parties. 
A dedicated room located at the 
premises of the Boards of Appeal in 
Haar, Munich will be made available 
for limited numbers of the public to 
attend via video conferencing.  

At the same time, the Boards of 
Appeal announced a plan to resume 
oral proceedings at their premises 

in Haar. Since the beginning of 
COVID-19, the Boards of Appeal have 
postponed all oral proceedings held 
on their premises up to 15 May 2020. 
If the public health situation permits, 
the Boards of Appeal envisage 
resuming oral proceedings at their 
premises in Haar from 18 May 2020 
but only to a limited extent. Parties 
will be contacted accordingly if this 
affects them. 

As the Boards of Appeal begin 
to resume oral proceedings at 
their premises, the arrangements 

surrounding entry to the Boards of 
Appeal premises have been updated. 
They include:

• Parties will be requested to 
confirm that they expect to be 
able to attend in person and they 
do not anticipate being affected 
by travel restrictions. Parties 
and their representatives will be 
asked to inform the EPO as soon 
as possible whether they plan to 
attend

• Anyone entering the Boards of 
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Tim Russell
trussell@vennershipley.co.uk 

With the guidance just out, I took part in oral proceedings before the EPO Board of Appeal by video conference on Friday 
8 May. As it turns out this was the first video conference for any Board of Appeal. It was also the first time that I had taken 
part in oral proceedings from home, rather than my usual office. 

In common with many European patent attorneys, I routinely attend oral proceedings before EPO Examining Divisions by 
video conference. Thus, holding ex parte proceedings in this way was reasonably familiar to me. Perhaps the key difference 
was the Appeal proceedings were open to the public (who could attend in person at the Board of Appeal premises in Haar). 
There were members of the public in attendance at my Hearing, but I could not see them. Other Board of Appeal members 
and staff keen to see how the technology worked perhaps? 

The use of video conference facilities was clearly a novelty for the Board, who were keen for my feedback on the experience. 
I was able to tell them that I found the experience entirely comfortable and I would agree to this again.

In my experience, holding oral proceedings by video conference has many advantages that usually outweigh any 
advantages of appearing in person. The use of video conferencing has obvious advantages relating to travel time. Less 
obvious, perhaps, is the advantage of being in familiar surroundings, with ready access to normal office facilities. Perhaps 
the only additional stress is the reliability of the technology, which is ever improving.

Overall, my experience before the Board of Appeal was a positive one.

Gary Whiting 
gwhiting@vennershipley.co.uk 

Appeal premises will be asked 
to complete a simple screening 
questionnaire upon arrival. Any 
person replying to one of the 
questions in the affirmative will 
be denied access to the Boards of 
Appeal premises 

• In the light of the current 
restrictions, in particular the need 
for social distancing, parties are 
requested to consider whether all 
representatives and accompanying 
persons need to attend

• It will be possible for members 
of the public to attend oral 
proceedings. However, in view of 
the current circumstances, only 
limited places will be available. 
Visitors interested in attending 
oral proceedings are therefore 
encouraged to announce their 
interest well in advance

• Strict sanitary measures will be 
put in place to ensure that oral 
proceedings are held in optimum 
conditions. These measures will 
include, in particular, rules on 
minimum physical distancing 
and the requirement to wear 
a face mask on the way to the 
oral proceedings room. Parties, 
representatives and other visitors 
are asked to bring their own face 
masks.

We will keep you informed of all 
developments. We consider that 
this is a welcome development, and 
we are pleased to note that Venner 
Shipley conducted the EPO’s first ever 
video conference Board of Appeal oral 
proceedings. Gary Whiting attended 
for Venner Shipley, and writes about 
his experience below.
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German Federal 
Ministry of Justice and 
Consumer Protection 
plans to amend the 
German patent law 
The German Federal Ministry of Justice and Consumer Protection (GFMJCP) 
plans to amend the German patent law and has recently published a first 
draft of the amended law on the GFMJCP’s website. The amendment would be 
the first big one for more than ten years. With the amendment, some rulings 
should be adapted to requirements of patent law, which has changed over the 
years.

However, two topics, which were 
hotly debated among the patent 
community over years and address 
two German peculiarities regarding 
patent infringement – the automatic 
injunction and the so-called injunction 
gap – are only slightly amended in the 
draft.

The automatic injunction
Section 139 of the German patent law 
as currently in force determines that 
“Any person who uses a patented 
invention contrary to sections 9 to 13 
may, in the event of the risk of recurrent 
infringement, be sued by the aggrieved 
party for cessation and desistance. This 
right may also be asserted in the event 
of the risk of a first-time infringement". 

The injunctive relief may be seen as a 
kind of compensation for the relative 
moderate damage compensation 
amounts, which are usually awarded 
a patent proprietor in German 
infringement proceedings compared, 
for example, to the US.

However, this injunctive relief 
poses problems for infringers of 
patented technologies, which are 
used in complex technical systems. 
A prominent example is the so-
called Heat Exchanger case of the 
highest German Civil court, the 

Bundesgerichtshof, where a single 
German inventor tried to enforce his 
patented neck heater using a heat 
exchanger for open-top convertible 
cars against Daimler and won after a 
year long court battle. The verdict of 
the Bundesgerichtshof forced Daimler 
to immediately stop selling its already 
produced cars, in which the patented 
technology was implemented. 
Thereafter, the German car industry 
faced further patent disputes 
regarding the implementation of 
connectivity modules with holders 
of patent portfolios for the related 
technologies like Broadcom (against 
Volkswagen) and Nokia, Sharp and 
Conversant (against Daimler).

It was clear that the powerful 
German car industry tried to weaken 
the injunctive relief, which was 
a thorn in their side and forced 
the manufacturers to either sign 
expensive license agreements or to 
risk the immediate stopping of the 
car production lines in case of a lost 
patent infringement suit.

Many patent experts however 
expressed concerns regarding a 
weakening of the injunctive relief, 
arguing that the current provisions 
are sufficient, the patent infringement 
judges have the discretion to suspend 
the injunctiverelief in cases of 

hardship and that the balancing of 
the injunctive relief and relatively low 
compensation of damages for patent 
holders would be disturbed.

Despite the concerns, it appears 
that the lobbying of the German car 
industry was successful at least at 
little bit in weakening the injunctive 
relief. The draft of the amended 
German patent law now contains a 
new sentence in section 139, which 
should implement case law relating to 
the injunctive relief, particularly based 
on the Heat Exchanger case, and can 
be considered as a compromise for 
balancing the car industry’s demand 
with those of patent holders. The new 
sentence reads as follows:

“The right to injunctive relief shall 
be excluded if its enforcement is 
disproportionate because, due to special 
circumstances, taking into account 
the interests of the patentee vis-à-vis 
the infringer and the requirements of 
good faith, it constitutes a hardship not 
justified by the exclusive right.”

Even if this reads as only a small 
change of the law, it might have 
severe consequences, particularly due 
to the used terms “disproportionate” 
and “special circumstances”, which 
gives judges a great range of 
discretion. No wonder that many 
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patent experts argued against this 
new sentence and any amendment of 
section 139.

The injunction gap
The second topic, which was expected 
to be addressed by the draft 
amendment of the German patent 
law, is the injunction gap, which is 
caused by the bifurcation between 
infringement and validity proceedings 
in Germany.

German patent law does not 
allow a civil court deciding about 
infringement to examine validity of a 
German patent. The validity can only 
be examined by the German Federal 
Patent Court in nullity proceedings. 
So, defendants in infringement 
proceedings usually file a nullity 
suit at the Federal Patent Court to 
attack the enforced patent. However, 
the civil courts are usually quicker 
in their decision than the Federal 
Patent Court, sometimes only several 
months, but more often a year or 
even longer. 

Due to the injunctive relief that is 
automatically awarded to a winning 
plaintiff, the defendant and infringer 
may be put into a situation, where the 
nullity proceedings are still pending 
and which may result in a (part) 
removal of a patent, but the plaintiff 
can already enforce the injunctive 
relief based on a protective right with 
maybe questionable validity. Even if 
an infringement court can suspend 
infringement proceedings in doubts 
of validity of the enforced patent, the 
judges of civil courts do this usually 
only when they have received a 
qualified opinion on the validity of the 
enforced patent from technical judges 
of the Federal Patent Court. However, 
qualified opinions are sometimes 

Ralf Bucher
rbucher@vennershipley.co.uk 

not at all and often too late issued 
in nullity proceedings so that most 
judges of civil courts decide not to 
suspend infringement proceedings 
and to issue a decision about 
infringement as soon as possible.

This imbalance between infringement 
and nullity proceedings is seen among 
patent experts as a severe drawback 
of the German patent system, which 
normally has a high reputation.
In order to at least mitigate this 
imbalance, the draft amendment of 
the German patent law introduces a 
sentence in section 83 determining 
that the judges of the Federal Patent 
Court should send a qualified opinion 
on the validity of a patent in suit to 
the infringement court within six 
months after notification of the nullity 
suit.

This is, among German patent 
experts, appreciated as a suitable 
measure to mitigate the negative 
consequences of the imbalance. 
However, some experts fear that 
this timeline will not be met in all 
nullity proceedings where parallel 
infringement proceedings are 
pending, due to a lack of qualified 
judges at the Federal Patent Court.

The draft amendment of the German 
patent law is now open for a public 
discussion between the GFMJCP and 
patent experts. It may take some 
time, probably a further year until 
the amendment is put into force, and 
it is not yet certain if the above two 
amendments will be contained in the 
final amendment or not. Therefore, 
the German car industry must still 
hope.

www.vennershipley.co.uk
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“ Despite the 
concerns, it appears 
that the lobbying 
of the German 
car industry was 
successful at 
least at little bit 
in weakening the 
injunctive relief. ”



22

As we reported previously, this 
case (T 0844/18) had potentially 
very significant implications for the 
European patent system because 
it concerned the requirements for 
validly claiming priority in Europe.
Had the appeal been successful it 
would have resulted in a significant 
change to current practice. The 
Board's written decision, which will 
provide its detailed reasoning for 
arriving at its decision, has not yet 
been issued and is eagerly awaited.

In Europe, the right to claim priority 
is provided by Article 87(1) of the 
European Patent Convention (EPC), 
which states that “Any person who has 
duly filed ... an application for a patent 
... or his successor in title, shall enjoy, 
for the purpose of filing a European 
patent application in respect of the 
same invention, a right of priority during 
a period of twelve months from the date 
of filing of the first application.” 

Decades of EPO case law have 
established that the reference to “any 
person” in this provision is interpreted 
to mean that the applicant of a 
priority-claiming patent application 
must be the same person that 
filed the earlier application (or that 
person’s successor in title). 

If the earlier application has joint 
applicants, the right to claim priority 
belongs jointly and indivisibly to all 
of the applicants, and priority can 
only be claimed from the earlier 
application if the priority-claiming 
application includes all of the joint 
applicants (or their successors in title).
Other countries, including the 
US, have less stringent priority 
requirements than the EPO. For 
example, in the US, the priority-
claiming application requires just one 
joint applicant in common with the 
earlier application. The subject appeal 
proceedings revolved around and 

examined the stringency of the EPO’s 
requirements for claiming priority.

The subject European patent 
(EP2771468) was granted on 
11 February 2015 to three co-
proprietors, The Broad Institute, MIT 
and Harvard College. Grant of the 
patent by the EPO was opposed by 
nine separate parties. 

The opponents of EP2771468 argued 
that the priority claims based on 
two US provisional applications 
were invalid, on the grounds that 
Luciano Marraffini of the Rockefeller 
University is listed as an applicant on 
the priority applications in question, 
but not on the priority-claiming Patent 
Corporation Treaty (PCT) application. 
No evidence was submitted to the 
EPO that Marraffini had assigned 
his rights to one of the applicants 
of the PCT application before that 
application was filed.

In one of the most eagerly awaited appeal proceedings in recent years, 
a European Patent Office (EPO) Board of Appeal (Board) has upheld the 
revocation of a patent relating to CRISPR/Cas9 technology. 

CRISPR patent appeal 
dismissed

22
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In its decision, the EPO held that the 
right to claim priority had not been 
properly assigned and, therefore, the 
priority claim was invalid. As a result 
of this finding, the claimed subject 
matter was found to lack novelty 
over a number of documents which 
became relevant as prior art due to 
the loss of the patent’s priority date.
The patent proprietors appealed 
the EPO’s decision to revoke the 
patent. Three main arguments 
were presented in support of the 
appeal. The first argument was that 
priority entitlement should not be 
examined by the EPO but should 
instead be a matter for national 
courts to determine. The second 
argument was that the reference 
to “any person” in Article 87(1) EPC 
should be interpreted to mean “at 
least one”, rather than “all” of the joint 

applicants. Finally, it was argued that 
national law of the state in which the 
priority application was filed should 
determine who qualifies as “any 
person” in Article 87(1) EPC.

In the preliminary opinion issued 
by the Board in preparation for the 
appeal hearing, the Board indicated 
that the case appears to turn on the 
pros and cons of altering the EPO’s 
practice concerning the interpretation 
of the reference to “any person” in 
Article 87(1) EPC in the case of joint 
applicants for the priority application. 
Factors for maintaining the present 
practice were said to include the fact 
that the practice is long-standing, it 
protects joint applicants against the 
actions of other joint applicants and 
any problems can be avoided using 
sufficient foresight. As a consideration 
in favour of changing the current 
practice, the Board acknowledged 
that relaxing the required formalities 
may be more in line with the aim of 
the Paris Convention.

During the appeal hearing it briefly 
appeared that the Board was 
moving to refer questions on priority 
entitlement to the Enlarged Board 
of Appeal (Enlarged Board), the 
EPO’s highest decision-making body. 
However, the Board ultimately elected 
to decide on this point of law without 
a referral to the Enlarged Board. 

After a hearing lasting four days, 
the Board dismissed the appeal, 

finding that the priority claim was 
invalid, meaning that the Opposition 
Division’s findings in relation to 
novelty were upheld. 

Had the Board overturned the original 
decision it would have marked a 
radical departure from decades of 
jurisprudence on a fundamental 
concept in European patent law. 
For this reason at least, the Board’s 
decision was perhaps not entirely 
unexpected. 

Since the decision upholds the EPO’s 
current requirements and well 
established case law, applicants will 
not need to change their current 
practice in light of the decision. 
Nevertheless, this case serves as an 
important reminder that all applicants 
of a priority application (or their 
successors in title) must be listed 
on the priority-claiming application, 
and failure to observe the EPO’s 
requirements for priority can have 
fatal consequences for the patent.

Matthew Handley
mhandley@vennershipley.co.uk 
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“ Had the Board 
overturned the 
original decision it 
would have marked 
a radical departure 
from decades of 
jurisprudence on 
a fundamental 
concept in 
European patent 
law.             ”
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running a marathon in under two 
hours. Kipchoge is a Nike-sponsored 
athlete and wore a pair of prototype 
running shoes in Nike’s 'fly' range 
– the Alphafly. Nike has long been 
one of the most innovative sports 
brands in athletic wear, and the 'fly' 
range is no exception. The idea of 
the shoe is to improve the athlete’s 
running economy by allowing them 
to use more of their energy to 
propel themselves forward. Some 
have estimated that the reduction 
in running economy may be greater 
than 7%.

The running shoes Kipchoge used for 
his sub-two-hour marathon appear to 
have a few of the features described 
in a US patent application (published 
as US 2018/0213886 A1). The shoe 
has a sole, which is thought to be 
around 50 millimetre thick, includes 
three carbon-fibre plates and four 
foam-or fluid-filled chambers (labelled 
188j, 192j, 190j and 194j in Figure 51) 
near the front of the sole.

Advances which change the 
performance capabilities of 
athletes have always sparked wide 
debate within the sport and its 
spectators. Performance-enhancing 
advances have included the fairly 
uncontroversial, for example, 
improved fitness and condition 
monitoring, and the slightly more 
controversial, such as improved 
energy and supplement drinks.

Technology which physically and 
directly enhances an individual’s 
abilities to perform by improving their 
physiology or allowing biomechanical 
advantages have received the most 
scrutiny from sport fans. The advent 
of carbon-fibre rackets, bats and 
sticks radically changed several 
sports, but the improved equipment 
has been largely available to all those 
who participated, particularly at the 
top levels of the sports.

However, when Speedo released its 
LZR Racer swimsuits in the 2000s, 
which made wearers more buoyant, 
streamlined and potentially improved 
their posture, they were only available 
to Speedo-sponsored athletes. The 
improvements were so good – a 
potential 8% reduction in drag – that 
20 new world records were set at the 
World Swimming Championships in 
Rome in July 2009. The fact that they 
were not available to all athletes was 
a contributing factor in the sport’s 
international governing body’s 
decision to ban.

History may now be repeating itself 
in mid-to-long-distance running.On 
12 October 2019, Eliud Kipchoge, one 
of the greatest marathon runners 
ever, completed the amazing feat of 

Two of the fluid-filled chambers 
are arranged between the first and 
second carbon-fibre plates and 
two more fluid-filled chambers are 
arranged between the second carbon-
fibre plate and a third. The pressure 
in the fluid-filled chambers can lie in 
a range between 20-25 psi. Different 
size shoes seem to have different 
sizes of chambers and the chambers 
are at different pressures. It has been 
discussed in running forums that the 
pressure of these chambers could 
be tuned to the individual athlete, 
allowing them the optimum energy 
return for their particular size, weight 
and running style.

It is not clear from the photos and 
videos of the shoes whether the 
prototype used had three or fewer 
carbon-fibre plates, but it appears 
to have had at least one. Also, only 
two foam or fluid filled chambers 
can be verified in the shoe Kipchoge 
wore, but there may have been 
more inside the shoe, out of view 
from the camera. Together, these 
features provide a shoe which is very 
elastic. The effect of the elasticity is 
to provide an energy return to the 
athlete while running, ultimately 
allowing them to run faster.

World Athletics, the governing body 
for athletics, have recently amended 
its rules governing competition shoes 
to “provide greater clarity to athletes 
and shoe manufacturers around the 
world and to protect the integrity 
of the sport.” The new regulations 
state that the sole must be no thicker 
than 40 mm and that the shoe must 
not contain more than one rigid 
embedded plate or blade. World 
Athletics also stated that for a shoe to 
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Nike puts the IP in 
KIPchoge
Could a patent be used to win a marathon? Top-level sport and athletics 
are often viewed as testing the limits of the physical and mental capabilities 
of humans. Technology has long played a part in how athletes are able 
to compete, by influencing how sport is officiated and improving the 
performance of the participants.
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meet these regulations, they must be 
on general sale for four months prior 
to an event which it is involved in, and 
at which official records can be set.
Shortly after this amendment to the 
rules, Nike announced a new shoe, 
the Nike Air Zoom Alphafly Next%, 
which will be available on general 
sale for the required period, and 

which will have a sole thickness of 
39.5 millimetres and include only one 
carbon-fibre plate. They also include 
the foam or fluid-filled cushioning 
chambers, patented by Nike, 
which appear to be one of the key 
components in providing the energy 
return to the athlete.These shoes 
have already been provided to Nike-
sponsored athletes for warm-up races 
and test events.

While carbon-fibre plates have 
been present in athletics shoes for 
a number of years (Reebok had a 
pair of InstaPump Fury shoes with a 
carbon-fibre bridge in the 1990s), and 
the thickness of the sole has been 
varied by different manufacturers, 
no one else has arrived at the 
combination of features in Nike’s 
patent. Nike’s competitors now 
appear to be at a disadvantage, as, for 
example, new shoes designed by rival 
suppliers Brooks and Hoka include 
a plate and/or a thicker sole, but not 
the cushioning chambers.

Of course, it is not only Nike’s 
commercial competitors who are 
potentially disadvantaged by not 
being able to use this technology, but 
also non-Nike-sponsored athletes. 
Athletes sponsored by one of Nike’s 
commercial competitors will use that 
company’s equipment, with Nike’s 
new shoes unavailable to them. The 
next Olympics in Japan may include 
a field of runners in patent protected 
Nike shoes providing a greater than 
7% reduction in running economy 
and those wearing the potentially 
less efficient shoes of Nike’s rivals. 
Nike athletes may be propelled over 
the finish line at a greater rate, and 
the spread of Nike athlete versus 

non-Nike athlete in times, finishes 
and possibly world records broken is 
going to be very interesting.
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“ Advances 
which change 
the performance 
capabilities of 
athletes have 
always sparked 
wide debate 
within the sport. 
Performance-
enhancing 
advances have 
included the fairly 
uncontroversial, 
for example, 
improved fitness 
and condition 
monitoring, and 
the slightly more 
controversial, such 
as improved energy 
and supplement 
drinks. ”
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Patient consent and 
the GDPR: what does it 
mean for clinical trials 
and research?
Clinical trials and research take place within a complex landscape of legal 
requirements covering ethical and policy guidance. Participating in trials and 
research is expected to be voluntary and informed consent is always required 
under the regulations governing clinical trials. However, obtaining informed 
consent from trial participants may not meet the requirements of explicit 
consent required under the General Data Protection Regulation (GDPR) for 
the lawful processing of special category data. In this article we consider the 
interplay between the Clinical Trials Regulation (CTR) and the GDPR, and why 
it is advisable to always rely on explicit consent in order to process special 
category data for clinical trials and research.

Informed consent is a core 
prerequisite for enrolling any patient 
in a clinical trial and is required 
by Article 3(2) of the Clinical Trials 
Directive 2001/20/EU (Directive) (and 
national implementing legislation), 
and Article 29 of the Clinical Trials 
Regulation (Regulation (EU) No 
536/2014) (CTR) when it finally comes 
into application and replaces the 
Directive. Consent to participate must 
be freely given and unambiguous.

Although the CTR entered into force 
in 2014, its application is contingent 
upon a functional Clinical Trials 
Information System, which is not yet 
operational, and though it is expected 
in 2020, it might be later. Following 
Brexit, and the fact that the CTR will 
no longer have direct effect in the 
UK, it remains unclear if all of the 
provisions of the CTR will ultimately 
remain mirrored in UK legislation, and 
how the UK might diverge. However, 
clinical trial sponsors are already 
using the CTR as their regulatory 
reference, much like data protection 
authorities referred to the GDPR 
before its implementation in May 
2018.

The GDPR (in force in the UK as part 
of the Data Protection Act 2018) 
ensures the protection of individuals 
with regard to the processing of their 
personal data and harmonised rules 
on the free movement of such data. 
The CTR aims to ensure a greater 
level of harmonisation of the rules for 
conducting clinical trials throughout 
the EU. By their very nature, clinical 
trials include the collection of 
sensitive health data from patients. 

The CTR puts informed consent at the 
centre of the regulatory framework 
for trials, including the use of data. 
However, informed consent for 
trial participation should be seen as 
distinct from any consent provided 
under the GDPR as a legal basis for 
processing personal data. We seek to 
clarify what consent means and needs 
to mean in this article. 

What is personal and special 
category data?

Personal data is any data relating to 
living individuals from which they can 
be either directly identified from the 
data itself, or indirectly identified by 

combining with other available data. 
This latter point is important because 
all too often people believe they are 
using anonymised data, which is 
in fact only pseudo-anonymised or 
too easily capable of use with other 
data to associate with an identifiable 
person. Therefore, you might be 
subject to the data protection rules 
but mistakenly think you are not. In 
addition medical data is all under the 
GDPR, special category data; defined 
as personal data that is especially 
sensitive and so requires more 
protection. Special category data 
includes genetic and biometric data, 
and data concerning health, sex life, 
sexual orientation, racial and ethnic 
origin, political opinions and religious 
or philosophical beliefs. It is important 
to remember that any data that is 
properly anonymised (and not merely 
pseudo-anonymised) so that the data 
subject can never be identified is not 
considered to be personal data for 
the purposes of the GDPR.

Processing personal and special 
category data

Before processing personal data, a 
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lawful basis for processing must be 
established in accordance with Article 
6 of the GDPR. These legal bases 
include:

• consent
• performance under a contract;A 

legal obligation
• protection of vital interests
• performance of a task of an 

official authority, or
• processing necessary for 

legitimate interests (does not 
apply to public authorities 
including hospitals)

However, in order to process special 
category data, both a lawful basis 
under Article 6, and a condition for 
processing special category data 
under Article 9 must be established. 
In addition to obtaining explicit 
consent, these conditions include 
processing necessary for the 
purposes stated below. Where the 
Article 9 condition requires a basis in 
law, organisations must also meet a 
further condition and the safeguards 
specified in Schedule 1 of the Data 
Protection Act 2018. 

• preventative or occupational 
medicine

• assessment of the working 
capacity of the employee;

• medical diagnosis
• provision of health or social care 

or treatment or management of 
health or social care systems and 
services

• public interest in the area of 
public health, such as protecting 
against serious cross-border 
threats to health or ensuring high 
standards of quality and safety 
of healthcare and of medicinal 
products, or

• archiving purposes in the public 
interest, scientific or historical 
research purposes

Explicit consent is both a legal basis 
under Article 6 and a condition to 
be satisfied for processing special 
category data under Article 9, but 
that is where the consensus ends. 
Many EU member states are applying 
Articles 6 and 9 differently in the 
context of clinical research, and 
offering different guidance.

The competent authorities of some 
countries state that patient consent 
is not a valid ground on which clinical 
data, including special category data, 
may be processed. For example, the 
UK Health Research Authority (HRA) 
has stated that “For the purposes of 
the GDPR, the legal basis for processing 
data for health and social care should 
not be consent. This means that 
requirements in the GDPR relating to 
consent do not apply to health and 
care research.” It is noteworthy that 
the position of the HRA is somewhat 
at odds with guidance issued by the 
Information Commissioner’s Office 
(ICO), which states that as a general 
rule you should first consider whether 
you could give individuals a choice 
and process their special category 
data with their explicit consent.

Indeed, the generally accepted view 
is that informed and explicit consent 
is the safest and most appropriate 
approach to use of patient data. 
These positions are well contrasted 
with France and some other EU 
member states, where the national 
data protection regulators demand 
that clinical trial sponsors obtain 
consent for processing personal 
data in clinical trials as part of the 
informed consent form. This position 
is more consistent with the CTR, and 
in our opinion the safer course for 
your operations.

The interplay between the CTR and 
GDPR

The European Data Protection Board 
(EDPB) has endeavoured to examine 

these different approaches and to 
try to find a uniform way forward. 
In January 2019, the EDPB adopted 
its opinion concerning the interplay 
between the CTR and the GDPR (the 
Opinion), and which legal bases 
under the GDPR are appropriate 
for processing personal data in the 
context of a clinical trial¹. In particular, 
the Opinion considers the legal basis 
for processing personal data during 
(i) the lifecycle of the trial protocol 
(primary use), and (ii) for scientific 
purposes falling outside the trial 
protocol (secondary use).

(i) Primary use

The EDPB further breaks down 
processing of personal data for the 
primary use into two categories:

(a) Processing related to reliability and 
safety of medicinal products.

The EDPB considers the appropriate 
legal basis for processing to be Article 
6(1)(c)), compliance with a legal 
obligation; and the condition satisfied 
for special category data to be that 
processing is necessary for the 
reasons of public interest and health 
(Article 9(2)(i)).

(b) Research activities conducted 
under the trial protocol. 

The EDPB considers that the legal 
basis for processing data relating to 
research activities conducted as part 
of the trial is less straightforward 
and offers several alternatives. For 
example, consent as a legal basis 
(Article 6(1)(a)), in conjunction with 
consent as a condition to be satisfied 
for the processing of special category 
data (Article 9(2)(a)). Alternatively, the 
legal basis for processing may either 
be public interest (Article 6(1)(e)) or 
the legitimate interest of the data 
controller (Article 6(1)(f)), combined 
processing in the interest of public 
health (Article 9(2)(i)) or necessary for 
scientific research purposes (Article 
9(2)(j)), as the condition to be satisfied 
for the processing of special category 
data.

(ii) Secondary use

When considering the processing 
data for scientific purposes outside 
the remit of the clinical trial protocol 
itself, the Opinion suggests that any 

27

“ The GDPR (in 
force in the UK as 
part of the Data 
Protection Act 
2018) ensures 
the protection of 
individuals with 
regard to the 
processing of their 
personal data and 
harmonised rules on 
the free movement 
of such data. ”

1.   Opinion 3/2019 concerning the Questions and Answers on the interplay between the Clinical Trials Regulation (CTR) and the General Data Protection 
Regulation (GDPR): https://edpb.europa.eu/our-work-tools/our-documents/avis-art-70/opinion-32019-concerning-questions-and-answers-interplay_en 
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further processing may be considered 
to be compatible with the primary 
purpose of the clinical trial and as a 
result, a new legal basis and Article 9 
condition may not be needed. 

However, this raises some interesting 
and uncomfortable questions. The 
CTR specifically addresses the use 
of data outside the trial protocol for 
secondary purposes and allows the 
sponsor to ask the participant to 
consent to such secondary use of 
their data (Article 28(2)). 

However, we must remember 
that informed consent for trial 
participation is not the same as 
consent under the GDPR. The EDPB 
recognises that to require another 
ground for secondary use would be 
inconsistent with the presumption 
of compatibility provided by Article 
5(1)(b) of the GDPR, which provides 
that secondary processing should be 
compatible with the initial purpose 
so long as sufficient safeguards 
are in place. For now, and until any 
further guidance is forthcoming, the 
EDPB suggests that the presumption 
of compatibility should apply 
to secondary use so long as the 
safeguards outlined in Article 89 of 
the GDPR are in place (e.g. technical 
and organisational measures to 
ensure respect for the principle of 
data minimisation). 

In summary, the Opinion appears to 
align with the position taken by the 
HRA (and somewhat inconsistent with 
the position of the ICO) that within 
the context of a clinical trial, consent 
may not be relied on for primary use 
processing of patient data in many 
clinical trials. The EDPB’s conclusion 
is partly based on its consideration 
of the fact that trial participants, as 
vulnerable patients, may be unable to 
freely give their consent depending 
upon their clinical status and medical 
situation. The EDPB goes on to say 
that there may well be an imbalance 
of powers between the patient and 
the trial sponsor.

Where do data controllers stand?

Although the Opinion somewhat 
clarifies the interplay between the 
CTR and the GDPR, it also raises 
many unanswered questions and 
uncertainties. For example, it is 
certainly far from ideal that a data 
subject, namely a vulnerable patient, 
can consent to participate in a 
clinical trial and to all of the medical 
interventions that clinical trial 
participation entails, and yet may not 
be able to consent to the processing 
of their personal data in the same 
trial because of a perceived imbalance 
between the patient and researcher.

Furthermore, the Opinion appears 
to be somewhat inconsistent with 
detailed guidance on the processing 
of special category data recently 
published by the ICO in November 
2019². The guidance reminds data 
controllers that consent is only valid if 
the individual is able to withdraw their 
consent at any time. Furthermore, 
the guidance also states that in order 
to rely on many of the conditions 
under Article 9 for processing 
special category data, you have to 
demonstrate that it would not be 
reasonable to obtain consent from 
individuals. This implies that the ICO 
has a preference for trial sponsors to 
rely on consent.
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“ Overall we 
always recommend 
that you consider 
the potential view of 
the public and how 
that may influence 
outcomes when 
under regulatory 
review.              ”

2.   The Information Commissioner’s Office’s detailed guidance on the processing of special category data, published November 14th 2019: 
 https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/special-category-data/ 
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It remains to be seen whether 
regulatory bodies across the EU 
follow the EDPB’s approach with 
regard to consent. Until the situation 
becomes any clearer, explicit consent 
for processing special category 
data remains the gold standard and 
reduces any risk, certainly in the UK. 
Therefore, it is advisable for clinical 
trial sponsors to obtain informed 
consent for trial participation and a 
separate explicit consent to meet the 
requirements of the GDPR for the 
processing of special category data.
It is also crucially important for trial 
sponsors to remember that if they 
do seek to rely on a different Article 9 
condition instead of consent this may 
cause difficulties later on if the data 
regulator objects. If a data regulator 
determines that a public interest or 
scientific ground cannot be relied 
on for processing special category 
data, there is always the risk that any 
clinical data generated and processed 
in support of marketing authorisation 
submissions may not be accepted 
by the relevant medicines regulatory 
authority.

Overall we always recommend that 
you consider the potential view 
of the public and how that may 
influence outcomes when under 
regulatory review. It is possible to 
envision public sympathy for both 
medical research without consent 
and for public concern for lack of it. 

Consider for example the scenario 
that the information about a patient 
was lost and became known to an 
employer or insurance company 
that led to challenges in the place of 
employment because of reactions 
to the condition of the patient or a 
refusal to insure the patient. In such 
scenarios the public might think the 
lack of explicit informed consent 
to the processing of the personal 
data that caused these issues is 
unacceptable. Equally, if presented 
in the narrow focus of use of data 
to find cures for illness then people 
may have sympathy for use without 
consent. The issue then is one of risk 
and what you are willing to justify 
after the event. Consequently, we 
urge careful thought about the nature 
of the legal basis of any processing. 
We recommend explicit informed 
consent is the sensible starting place, 
but you should ensure that if relying 
on consent you can demonstrate it is 
informed and explicit. 



30

COVID-19 and IP
Since the emergence of the biggest global pandemic for more than a 
generation, research teams around the world have been working tirelessly to 
identify a treatment and vaccine for the Severe Acute Respiratory Syndrome 
coronavirus (SARS-CoV-2), which causes coronavirus disease 2019 (COVID-19). 
In this article, we discuss some of these approaches, the significant progress 
made to date in the fight against COVID-19 and how companies and 
governments are taking unprecedented approaches to protecting their 
intellectual property in this time of crisis. 

Library screening and re-
purposing drugs
Pharmaceutical companies and 
research institutes are screening 
libraries of known compounds for 
their ability to specifically target the 
SARS-CoV-2 virus. For example, GSK 
has made compounds available from 
its library for screening for activity 
against COVID-19, and has also 
joined a collaborative research effort 
called the 'COVID-19 Therapeutics 
Accelerator', which was set up by The 
Wellcome Trust, the Bill & Melinda 
Gates Foundation and Mastercard, 
to identify potential treatments 
for COVID-19, accelerate their 
development, and prepare for the 
manufacture of millions of doses for 
use worldwide. In addition, Scripps 
Research has leveraged ReFRAME, 
which is one of the world’s leading 
drug repurposing collections that 
was established in 2018 by Calibr (the 
drug development division of Scripps 
Research), and has teamed up with 
scientists across the world to screen 
over 14,000 compounds in the hope 
of finding biological activity against 
the SARS-CoV-2 virus. 

There is also hope that an existing 
anti-viral treatment already on the 
market can be re-purposed to combat 
COVID-19. The advantage of using an 
'off the shelf' treatment, of course, 
is that the side effects and safety 
profiles, at least when used for their 
labelled treatments, are well-known 
and understood and should therefore 
provide a much quicker way to find an 
effective antiviral therapy. 
A number of clinical trials are 
already underway testing the 
efficacy of existing drugs against 

SARS-CoV-2 virus. For example, the 
World Health Organisation (WHO) 
and its partners have launched the 
so-called 'Solidarity' international 
clinical trial for COVID-19 treatments. 
Four treatments are being currently 
studied by 'Solidarity', namely:

• Remdesivir, which has been used 
for Ebola treatment

• Lopinavir/Ritonavir, which is a 
licensed treatment for HIV

• Chloroquine and 
hydroxychloroquine are very 
closely related and used to 
treat malaria and rheumatology 
conditions respectively

• Interferon beta-1, which is used 
to treat multiple sclerosis

SARS-CoV-2 monoclonal 
antibodies
In the context of the treatment of viral 
infections, monoclonal antibodies 
bind directly to a viral antigen, such 
as a surface coat protein of the virus, 
and activate the immune system of 
the infected individual or directly 
block the action of the virus within 
them. Prior to the COVID-19 outbreak, 
there were a number of monoclonal 
antibody therapies being trialled, 
including antibodies to HIV, Ebola and 
Influenza. 

While there has been only one 
monoclonal antibody approved 
for prophylactic treatment of viral 
infections (i.e. Palivizumab for the 
treatment of respiratory syncytial 
virus infections), monoclonal 
antibodies dominate the 
pharmaceutical market, with seven 
of the top ten best selling drugs of 
2018 being monoclonal antibodies. 

Therefore, it is no surprise that 
many researchers are focusing their 
attention on antibodies specific 
for SARS-CoV-2 virus for treating 
COVID-19. For example, in the UK, 
AstraZeneca has joined forces with 
the Government and academia in the 
pursuit of coronavirus-neutralising 
antibodies, again highlighting the 
collaborative approach that many 
large pharmaceutical companies 
are taking at this time to find an 
effective therapy. The other benefit 
of having a highly specific SARS-CoV-2 
monoclonal antibody is that it could 
also be used to detect the virus in 
patients and diagnose COVID-19, as 
well as to treat them.

Academics at Imperial College 
London are leading the development 
of a monoclonal antibody-based 
therapy and detection platform in 
a collaboration with the University 
of Kent, Hong Kong University and 
the National Institute for Biological 
Standards and Control, and they 
have recently received significant 
funding from the UK Medical 
Research Council. The exciting 
aspect of this work is that the 
antibodies may be able to diagnose 
and treat a wide variety of different 
coronavirus infections, and not just 
COVID-19, potentially providing a 
safeguard against future pandemic 
coronaviruses¹.

COVID-19 vaccines
While all of the above approaches 
may provide some relief, the ultimate 
goal for controlling the disease and 
protecting the world’s population 
from future waves of the virus is 
through vaccination. At the time 
of writing, there are currently six 
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vaccines in clinical evaluation and 
about 70 in pre-clinical evaluation. 

Many of the big players in the 
pharmaceutical industry are working 
to develop an effective vaccine, 
including Johnson & Johnson, Sanofi 
and GSK. However, some of the 
highest profile vaccine research in 
the UK is being carried out by teams 
at Imperial College London and The 
Jenner Institute at Oxford University, 
who have both received significant 
grants from the UK Government to 
progress their work, with Imperial 
College London receiving £22.5 
million to fast-track the development 
of their coronavirus vaccine, and 
Oxford receiving £20 million. 

Imperial College London’s novel 
vaccine utilises self-amplifying RNA, 
which works by injecting new genetic 
code into a muscle, instructing it to 
make a protein that is present on 
the surface of the coronavirus, to 
trigger a protective immune response. 
Work so far has shown that animals 
given the vaccine are able to produce 
neutralising antibodies against SARS-
CoV-2. The team at Imperial College 
London is developing the vaccine 
and will test whether it can produce 
the same response in humans, which 
could ultimately protect against 
COVID-19. Clinical trials in humans are 
expected to start in June 2020² . 

Oxford University’s vaccine is based 
on an adenovirus, ChAdOx1, which 
is a weakened form of the common 
cold virus that infects chimpanzees. 
They have engineered the adenovirus 

vector to carry genetic material 
encoding the SARS-CoV-2 Spike 
protein, which is a protein found on 
the surface of the virus. The Oxford 
team speculate that exposing a 
patient’s body to the viral coat protein 
in this way will elicit an immune 
response producing antibodies, 
which will help stop the SARS-CoV-2 
virus from entering human cells and 
prevent infection. Clinical trials have 
already begun on Oxford University’s 
vaccine called 'ChAdOx1 nCoV-1'. 

Trials are currently taking place 
across the UK, including Oxford, 
Southampton, Bristol and London 
and are expected to run for the 
next six months. Industrial partners 
will be vital in progressing and 
producing the vaccine and Oxford 
University and AstraZeneca have 
announced an agreement for the 
global development and distribution 
of Oxford University’s recombinant 
adenovirus vaccine³.

Patents and COVID-19
Many of the drugs being tested for 
efficacy against COVID-19 are under 
patent protection and any newly 
developed vaccine or therapy would 
also be eligible for patent protection. 
It is also possible to protect a new 
medical use of a known and patented 
composition by second medical use 
claims, or their equivalent, in most 
jurisdictions. Therefore, many patent 
applications may have been, or will 
be, filed to COVID-19 therapies and 
related technologies. 

The patent system provides a way 
by which companies can attempt 
to make worthwhile all of the time 
and financial investment they have 
put into developing their new drug. 
Patents encourage innovation, 
resulting in the development of new 
therapies, which is of benefit to all. 

However, at times of crises such as 
this, when fast and cost-effective 
access to effective drugs will be 
needed to fight COVID-19, there will 
be pressure on the pharmaceutical 
industry to provide access to these 
therapies at a reasonable cost and 
also to collaborate in an effective 
manner. 

Many jurisdictions have a mechanism 
that enables access to intellectual 
property in public health emergencies 
known as 'compulsory licences'. 
These enable drug-makers to legally 
manufacture and sell patented dugs 
during public health emergencies. 
These often require the drug-makers 
to pay the patent holder a fair and 
reasonable market price for the drug. 
A number of countries have passed 
new compulsory licencing legislation 
since the start of the COVID-19 
outbreak, including Canada, Germany 
and France, all of which appear to 
make the issuance of a compulsory 
licence quicker and easier, seemingly 
pre-empting future issuances of 
compulsory licences if an effective 
treatment is discovered. 

However, at the time of writing, 
Israel is the only country to issue a 
COVID-19 related compulsory patent 
licence, to Lopinavir/Ritonavir (brand 
name Kaletra®) owned by AbbVie. 
This may be due to the uncertainty 
of the efficacy of current treatments 
and, if a patented therapy is shown to 
have proven efficacy, more countries 
may start to introduce compulsory 
licences.

Costa Rica’s president, Carlos 
Alvarado Quesada has called for a 
voluntary global pool of existing and 
future intellectual property rights 
to COVID-19 treatments, to provide 
free access or licensing on affordable 
and reasonable terms, and this 
idea has already been endorsed 
by WHO Director-General Tedros 
Adhanom Ghebreyesus. In light of 
this unprecedented crisis, many 
companies have already adopted a 
collaborative attitude when it comes 
to enforcing patent rights and have 
voluntarily waived their intellectual 
property rights in order to make their 
products more easily available. For 
example, on 20 March 2020, AbbVie 
stated that, due to the coronavirus 
pandemic, it will stop enforcing its 
patent rights in respect of Kaletra®, 
including the generic supply of the 
treatment for HIV. 

Remdesivir is a drug developed by 
Gilead Sciences Inc. and is one of the 
existing anti-viral treatments that 
has shown most promise for treating 

“ Many of the 
drugs being tested 
for efficacy against 
COVID-19 are under 
patent protection 
and any newly 
developed vaccine 
or therapy would 
also be eligible for 
patent protection.
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1.  https://www.imperial.ac.uk/news/196413/fighting-coronavirus-imperial-researchers-secure-funds/
2. https://www.imperial.ac.uk/news/197017/imperial-covid-19-vaccine-team-secures-225/ 

3. http://www.ox.ac.uk/news/2020-04-23-oxford-covid-19-vaccine-begins-human-trial-stage
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COVID-19. Having initially obtained 
orphan drug designation in the US, 
which would have entitled Gilead to a 
seven-year market exclusivity period 
among other advantages, it has now 
requested that the orphan drug status 
is rescinded after public criticism of 
the move. 

In 2016, Gilead filed a patent 
application (WO 2017/049060) 
directed to the use of Remdesivir for 
the treatment of arenaviridae and 
coronavirus infections, including Acute 
Respiratory Syndrome coronavirus 
(SARS) and Middle East Respiratory 
Syndrome coronavirus (MERS). 
On 6 February 2020, Gilead began 
working with the Chinese Healthcare 
Department to conduct clinical studies 
into the effectiveness of Remdesivir 
for treating COVID-19 patients and 
offered to provide free Remdesivir in 
these trials. It was therefore surprising 
that, in March 2020, The Wuhan 
Institute of Virology of the Chinese 
Academy announced that it had filed a 
patent application on 21 January 2020 
for the use of Remdesivir specifically 
to treat SARS-CoV-2 infections. 

While Gilead has published patent 
applications directed to coronavirus, 
the use of Remdesivir to specifically 
target SARS-CoV-2 infections is still 
at least prima facie patentable, in 
that it would constitute a further 
medical use of Remdesivir to treat a 

novel coronavirus species that is not 
disclosed in any of Gilead’s earlier 
patent applications. There has been a 
suggestion that The Wuhan Institute’s 
filing was a tactical move for use as 
a bargaining chip with Gilead during 
their cross-licensing negotiations 
and to ensure access to the drug. 
However, compulsory licensing 
mechanisms could enable access to 
Remdesivir anyway (if needed) and 
this has been seen by many as a 
provocative move that could, in fact, 
hamper the collaborative effort that 
has been seen so far. 

Nearly every big player in the 
pharmaceutical industry has 
announced collaborations with 
industry, academia and governments 
in the race to find a coronavirus 
treatment or vaccine, and many 
have already stated that they do 
not intend to profit from this work. 
For example, GSK has released a 
statement that it does not expect 
to profit from its portfolio of 
collaborations for COVID-19 vaccines 
during this pandemic. The thought of 
governments across the world issuing 
compulsory licences and companies 
halting the enforcement of their 
patents and opening up their libraries 
and drugs to the research world may 
have seemed far-fetched just a few 
months ago. However, these are 
unprecedented times. 

As treatments and vaccines are 
developed, it will be interesting to 
see how intellectual property rights 
holders will ensure access to their 
technologies and how governments 
will balance the public need with 
patentee’s interests. However, with 
governments, academia and industry 
all joining forces on an unprecedented 
scale in the fight against COVID-19 
and working to the goal, we hope that 
the correct balance will be struck, 
human ingenuity will prevail and we 
will eventually have a treatment and/
or a vaccine that will be accessible to 
all. 

Anton Hutter
ahutter@vennershipley.co.uk 

“ Nearly every 
big player in the 
pharmaceutical 
industry has 
announced 
collaborations with 
industry, academia 
and government 
in the race to find 
a coronavirus 
treatment or 
vaccine, and many 
have already stated 
that they do not 
intend to profit from 
this work. ”

32

Reuben Friend
rfriend@vennershipley.co.uk 



www.vennershipley.co.uk

33

www.vennershipley.co.uk

33

100 engineering 
ideas that have 
changed the world
We continue our series of articles, where we 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. 

The introduction of fibre optics in 
the 1970s revolutionised the way we 
communicate. Compared to using 
copper wires, larger amounts of 
information could be transmitted 
for longer distances with lower 
attenuation rates.

In 1880, Alexander Graham Bell and 
his assistant Charles Sumner Tainter 
created the 'Photophone' which 
allowed for the transmission of sound 
on a beam of light through the air. 
However, the transmission of such 
communications was easily disrupted 
by the weather - and the invention, 
for which four patents were granted, 
was unable to be successfully 
commercialised at this time.

In image transmission, John Logie 
Baird transmitted images using 
glass rods in the 1920s, for which he 
obtained a patent, and then in 1953, 
Harold Hopkins and Narinder Singh 
Kapany worked on transmission of 
bundles of images using thousands of 
fibres. 

In the 1960s, Charles Kao proposed 
fibres of very pure glass for 
transporting light and later won 

the Nobel Prize in Physics 2009 
“for groundbreaking achievements 
concerning the transmission of light in 
fibres for optical communication”. 
However, it was not until the 1970s 
that information was able to be 
transmitted successfully and reliably. 
Corning Glass Works obtained a 
patent in 1973 for a method of 
producing clad optical fibres, which 
describes improvements relating to 
the core/cladding interface in order 
to reduce scattering centres and to 
reduce loss and cross talk between 
adjacent fibres. The resulting fibres 
could carry 65,000 times more 
information than copper wire. 

By 1977, the first telephone 
transmissions via optical fibre were 
tested by General Electric and 
commercial application on a greater 
scale soon followed. Improvements 
were made to bit-rate over the 
following years using single mode 
fibres which helped to address issues 
with modal dispersion, and then 
wavelength division multiplexing 
increased the data rate further 
by allowing information to be 
transmitted on different wavelengths 
of light, thus permitting a number of 

different signals to be transmitted on 
one fibre.

Fibre optic communications have 
led to drastic improvements in 
amounts of information that can be 
transmitted and the speeds at which 
the information can be transmitted, 
meeting increasing demand for 
Internet services. High-bandwidth 
tasks such as video on demand, use 
of cloud-based applications, and 
streaming services can be provided to 
users in their homes. 

Fibre optic communication 1

Katherine Dainty
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Light amplification by stimulated 
emission of radiation was first 
discovered in theory by Albert Einstein 
in 1917. Over a hundred years 
later, the theoretical discovery now 
permeates our modern technology. 
Lasers are used in autonomous 
vehicles, optical disk drives, printers, 
DNA sequencing instruments, 
semiconducting chip manufacturing 
and laser surgery. 

The progress of self-driving cars has 
largely focused on the development 
of machine learning. Although 
many patent applications focus 
on protecting the neural network 
brain, there are increasingly 
more applications which cover 
LiDAR that acts as the eyes of the 
autonomous vehicle. LiDAR is able 
to provide a real-time 3D map of 
the vehicle’s surroundings. The 
increase in precision required for the 
manufacture of modern electronics 

has swelled the importance of lasers 
and increased the amount of patents 
covering manufacturing methods 
involving them. 

Skin treatment is becoming 
increasingly popular with many 
clinics being devoted to skin care. 
Alongside the rise in the industry, 
skin treatment has also advanced 
by recruiting lasers. The frequency 
of light is proportional to the energy 
of each photon and so the coherent 
light source emitted by a laser allows 
a specific amount of energy to be 
delivered. This provides medical 
professionals with a tool to cause 
controlled tissue damage to skin that 
prompts the body’s healing response 
without causing any scarring. 

Although methods of treatment 
performed on the human or animal 
body are specifically excluded under 
the European Patent Convention, the 

devices used for such treatment are 
not excluded. 

Lasers 2

Sudhakar Brodie
sbrodie@vennershipley.co.uk 

Medical imaging3
8 November 1895 was a historic 
day for the field of medicine. This 
was when Wilhelm Röntgen first 
discovered the X-ray. It was an X-ray 
image of the left hand of Röntgen’s 
wife which proved that it was possible 
to create a visual representation of 
an internal part of the human body 
without this being visible to the 
human eye.

Now, more than a century later, the 
World Health Organisation estimates 
that a staggering 3.6 billion medical 
imaging procedures are performed 
worldwide each year. Included in this 
is a variety of types of procedure. 
Some of these are based on the 
underlying use of X-rays. For example, 
Robert S. Ledley was granted patents 
around the world in the 1970s for his 
development of CT scanning to create 
cross-sectional images of the body. 
MRI was developed at a similar time 
to CT and makes use of magnetic 
fields and radio waves to create 
cross-sectional images, rather than 
involving X-rays. This is particularly 
useful for certain diagnoses, including 
the identification of some cancers. For 
his contribution to the development 

of MRI, Raymond Damadian was 
granted US patent No. 3,789,832 
in 1974. This turned out to be vital 
for Damadian and his company 
Fonar Corporation, with Damadian 
relying on this patent for lawsuits 
of infringing MRI scanners earning 
him hundreds of millions of dollars 
and proving the value of protecting 
innovation through IP in the process.
From the current trends of using 
AI for increasing imaging efficiency 
to the use of virtual reality to allow 
physicians to view 3D visualisations of 
patient’s internal body parts, this field 
is still constantly evolving and it will 
be exciting to see which technologies 
are developed in the future.

Henry Aldridge
haldridge@vennershipley.co.uk 
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Jet engines  4

The early half of the 20th century was 
a tremendous time for developments 
in aviation, with the Wright brothers 
being the first to achieve controlled 
flight with their Wright Flyer aircraft. 
This plane, as well as most early 
aircrafts, was powered using piston 
engines with propellers. Although 
developments were made to increase 
the horsepower of piston engines, 
there were limitations to the level of 
power such engines could achieve. 
These limitations were acknowledged 
by Frank Whittle, a Royal Air Force 
(RAF) officer who, during his 
studies as a cadet, wrote a thesis 
entitled 'Future developments in 
aircraft design'. It was in this thesis 
that Whittle identified that the 
conventional piston engine and 
propeller combination would not be 
effective to achieve long range flight 
at higher speeds. Eventually, he had 
the idea of using a gas turbine that 
would produce a fast-flowing jet of air 
that would propel an aircraft. 

On 16 April 1931, Whittle obtained 
patent GB 347,206 entitled 
'Improvements relating to the 
Propulsion of Aircraft and other 
Vehicles' in which he outlined the 
working of a turbojet. He described 
the basic concept as follows:
“This invention relates to apparatus 
for propulsion of the type in which 
air is taken in, compressed, heated, 
and expelled with high velocity on 
re-expansion in order to provide a 
propulsive thrust”.

Whittle then went on to form Power 
Jet Ltd. with the support of the RAF. 
One of the early jet engines created 
by Power Jets Ltd. was Power Jet W1, 
which was also one of the first jet 
engines to be used on an aircraft, the 
Gloster E.28/39, which flew for the 
first time at RAF Cranwell in 1941. In 
the decades since the creation of the 
W1 engine, there have been further 
advancements made to jet engine 
technology. 

One of the key technological 
hurdles to overcome in moving 
from the theoretical idea of a jet 
engine to making it a reality was 
to find a material for the turbine 
blades that could withstand the 
high temperatures reached in such 

engines. In his original 1930s patent, 
Whittle suggested using refractory 
material and in early jet aircrafts, 
heat-resistance steel was used. 
However, in modern jet engines, 
the temperatures at the exit of the 
combustor can reach almost 2,000°C. 
Therefore, it is now common to 
use nickel or titanium alloys as the 
main material for turbine blades. 
These alloys, especially nickel alloys, 
can retain their strength at high 
temperatures. However, since the 
temperature directly at the exit of the 
combustor is so high, further cooling 
is still needed. 

Most metals are polycrystalline 
structures, with each crystal of a 
metal having a regular arrangement 
of atoms. The crystals are of varying 
sizes and orientations to one 
another and the interface between 
them is known as a grain boundary. 
These grain boundaries can act as a 
source of weakness in a metal and 
can accelerate the phenomenon 
known as creep, which is a time-
dependent deformation experienced 
by a material under a constant 
mechanical load, especially at high 
temperatures. Creep is something 
turbine blades are very susceptible 
to as they operate under high stress 
and at high temperatures. Eliminating 
the grain boundaries within the 
structure meant that these weak 
areas which accelerate creep could 
be greatly reduced. As a result of 
the desire to reduce the number of 
grain boundaries within the turbine 
blade material, many modern turbine 
blades are made of a single crystal 
which allows the blades to withstand 
high temperatures and large 
mechanical loads. 

To ensure turbine blades remain at an 
appropriate temperature, the blades 
may be coated with a low-conductivity 
ceramic. Furthermore, such blades 
will have cooling holes and channels 
throughout. The use of such cooling 
holes is outlined, for example, in 
Rolls-Royce Patent US 5,062,768 
which states that: “film cooling holes 
are arranged in span wise rows along 
the flanks of the aerofoil portions 
of the blades or vanes so that the 
streams of cooling air emerging from 
the holes onto the external surface 

can collectively protect it from direct 
contact with the hot gases and carry 
heat away by merging together to 
form a more-or-less continuous film 
of cooling air flowing next to the 
surface”.

This cooling system is paramount in 
Roll-Royce’s Trent engines, which are 
used on aircrafts such as Airbus A380 
and the Boeing 787 Dreamliner. 

Progress in jet engine technology 
continues with a heavy focus in the 
last ten years on climate change 
mitigation technologies. Also, 
advancements in noise reduction 
methods and improvements in the 
engine materials used continue. Not 
only have jet engines been paramount 
in revolutionising the aerospace 
sector, but aero-derivative engines 
have also proved essential in other 
sectors, such as in the marine sector 
and in power generation. Overall, the 
jet engine has had an immeasurable 
impact on the lives of us all.
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Venner Shipley news
Staying connected during COVID-19

Despite all the changes, it feels like business as usual for us, albeit with all of Venner Shipley's staff working remotely. 
However, we are all too aware of the fact that many of our clients, as well as their customers and suppliers, are going 
through a period of disruption and uncertainty and face a variety of challenges.

We have comprehensive facilities available for both telephone and video conferencing for internal and client meetings, as 
well as with intellectual property authorities, governmental institutions and judicial bodies. As with everyone around the 
world we are working in new ways and staying connected is of the upmost importance to us. We are regularly meeting 
virtually and collaborating with our clients across our teams, enabling innovation to prevail. Our approach is centred 
around teamwork. We believe working together makes the most of our individual strengths and enables us to complete 
tasks more efficiently and effectively. We believe that integrating our team with that of our clients brings its own rewards 
for both us and the client. 

For information on the steps that 
different intellectual property offices 
have taken in relation to extending 
deadlines during the COVID-19 
pandemic, please see our news post. 

Please get in touch with your usual 
contact if you have any queries about 
this. As the situation is constantly 
evolving, we are keeping up to date 
with current advice to continue to 
provide an excellent service to clients 
while protecting the health and 
wellbeing of our staff. Please keep 
plugged into our website or social 
media channels to stay up-to-date 
with the latest news.

@vennershipley

Venner Shipley LLP
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It is great to see that our clients endorse us for our client service and we have been ranked as one of the leading firms in 
the UK for client service in Legalease’s latest analysis, 'Client service uncovered: The best-rated firms revealed'. 
Legalease’s research was based on responses from more than 60,000 companies, who rated more than 1,000 legal firms 
on the client service they offer. The research ranked Venner Shipley in the top 20 for client service among specialist firms 
in London, and we were one of only two patent and trade mark firms to make the list.

Legalease’s client service score was determined by ratings of three key areas of a firm’s business: quality of lawyers; 
sector/industry knowledge; billing and efficiency, as well as consistency of client feedback. We are delighted that we 
scored highly in these areas and that our clients think that we are doing well.

One client commented that we are “Easy to communicate with – they get answers quickly and in a form a layman can 
understand.”

For more information, you can read an in depth article in Legal Business here.

www.vennershipley.co.uk

37

Our team is growing!
Since the September intake of trainees, we have since expanded our team with the hire of Sophie Newgas as a trainee 
patent attorney in our chemical and life sciences team. Sophie graduated from Warwick University in 2014 with a Master 
of Chemistry degree in Chemical Biology. She then completed her PhD focusing on Chemical Biology at University College 
London in 2018 before working as a Postdoctoral Research Associate at King’s College University for two years. Welcome 
Sophie!

Ranked as a leading firm for client service

Last but not least, you will have noticed that we have started using more real life imagery to reflect the huge variety of 
subjects we cover across different sectors and new look illustrations to anchor our core values.

https://www.legalbusiness.co.uk/analysis/client-service-uncovered-the-best-rated-firms-revealed/
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This newsletter is for general information for our clients. 
Its contents are not a complete statement of the law on 
any subject. Professional advice should be sought before 
any course of action is pursued.
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Help or Advice
If you would like more information or advice on any of 
the topics covered in this issue please contact us. We 
will be happy to answer any of your questions.

How to Subscribe or Unsubscribe
If you would like to subscribe to or unsubscribe from  
Inside IP, email mail@vennershipley.co.uk.


