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Hard target 
Hello, and welcome to the May issue of the Life Sciences IP Review newsletter. 
In this issue, we have an interview with Richard Godfrey, chief executive of 
BerGenBio,  a startup biotech company looking at cancer target screening. Like 
many young companies in the sector, intellectual property is key, but there are 
also times when it isn’t appropriate to protect technology with patents. Godfrey 
explains BerGenBio’s mixed approach to IP, underlining the importance of having 
a coherent strategy from the word go. 

In the news this month, the US Supreme Court has agreed to take a look at yet 
another patent case, this time covering medical devices. We consider Medtronic 
and the question of who bears the burden of proof. With the Myriad decision 
on the horizon, Monsanto just decided, and the court also due to rule on reverse 
payment settlements in the pharmaceutical industry, it’s a big year for patent cases 
in the US. 

We look further afield too, to the UK Court of Appeal’s ruling on AstraZeneca’s 
patent for an anti-psychotic drug, at Pfizer’s new online strategy for Viagra, and at 
a controversy that is brewing over tackling the world’s latest horror-virus. 

Finally, we hear from Jane Wainwright at Potter Clarkson about the latest 
developments in co-pending patent applications in Europe, and why it’s big news 
for the life sciences industry. 

As ever, we look forward to your feedback.

Peter Scott, Managing editor
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ILLINOIS, US

Actavis Inc announced on May 20 it will 

acquire specialty pharmaceutical company 

Warner Chilcott plc in a deal worth an 

estimated $5 billion.

The companies will combine to create a 

business worth approximately $11 billion, 

which will develop and market both generic 

and branded products.

Actavis will take advantage of larger 

profit margins as it expands its branded 

drug portfolio with the acquisition of 

Warner Chilcott’s gastroenterology and 

dermatology businesses.

The transaction is hoped to make Actavis a serious 

competitor to larger pharmaceutical companies, 

and rank it in the top 20 global specialty 

pharmaceutical companies in terms of sales.

“We have set as our strategic corporate 

objective the building of a leading global 

specialty pharmaceutical company,” said Paul 

Bisaro, president and chief executive of Actavis.

The combination will support the launch of 

new products, particularly those in women’s 

health, including contraceptives, he added.

The new company is expected to be named 

‘Actavic plc’, or a variant thereof, which will be 

incorporated in Ireland and led by the Actavis 

leadership team.

Earlier this month Actavis, which makes 

branded and generic drugs and biosimilars, 

rejected a takeover offer from US-based 

pharmaceutical company Mylan worth $15 

billion.

Reuters reported the company had 

also put a potential deal with Canadian 

pharmaceutical company Valeant 

Pharmaceuticals International on hold.

Warner Chilcott specialises in developing 

treatments in the areas of gastroenterology, 

women’s healthcare, dermatology and 

urology. Its headquarters are in Dublin.

The transaction is expected to be completed 

at the end of 2013. 

WASHINGTON DC, US

The US Supreme Court has agreed to hear a 

patent infringement case between medical 

device manufacturers Medtronic and Boston 

Scientific.

The case concerns two patents owned by 

Mirowski Family Ventures, which relate to 

implantable defibrillators.

Medtronic is seeking a reversal of the Federal 

Circuit’s finding that it bears the burden of 

proving it was not infringing Mirowski’s 

patents, which are now licensed exclusively to 

Boston Scientific.

In 1991 Medtronic entered into a sublicence 

agreement with Eli Lilly, Mirowski’s licensor 

at the time. Medtronic agreed to pay the 

company royalties for any products it develops 

that use the patents.

The terms of the agreement allow Medtronic 

to challenge the patents while they are still 

under licence.

In 2007, Medtronic filed for declaratory 

judgment for non-infringement after Mirowski 

claimed it was developing products that use the 

patents without making royalty payments.

The District Court for the District of Delaware, 

placing the burden of proof on Mirowski, found 

Medtronic was not infringing the patents.

Mirowski then successfully appealed against 

the decision at the Federal Circuit, which 

threw out the case on grounds that the burden 

of proof was improperly placed.

“Because the district court relied on a legally 

incorrect allocation of the burden of proof 

to find non-infringement in the limited 

circumstances of this case and incorrectly 

construed the claim terms in question, this 

court vacates and remands,” the judgment said.

Vernon Winters, partner at Sidley Austin in 

San Francisco, said that the case was unusual, 

and that the Federal Circuit relied heavily 

on the premise that the parties’ licence had 

resolved the question of infringement when 

reaching its decision.

“Based on that premise, the court reasoned 

that because the declaratory judgment 

plaintiff/licensee was the party seeking the 

court’s aid—that is, the declaratory judgment 

plaintiff/licensee was seeking to disturb the 

status quo—it should bear the burden of 

proof,” he said.

“The court recognised that normally the 

patentee bears the burden of proving 

infringement, but distinguished that normal 

rule because in the context of a licence, as a 

technical matter infringement is not (at least in 

the court’s view) at issue; instead, the licensee’s 

obligations to pay royalties under the licence 

are at issue.”

He said that if the Supreme Court finds that 

the patentee bears the burden of proving 

infringement, which is normally the case, it 

may encourage more existing patent licensees 

to challenge licensed patents, which may have 

“significant practical effect”.

“If a licensee bears the burden of proof, it has to 

show non-infringement of all of the claims in 

the licensed patents—which, depending on the 

scope of the licence, can run into the hundreds 

or even thousands of claims. If, by contrast, the 

patentee/licensor bears the burden of proof, 

as a practical matter the number of claims at 

issue is winnowed during the litigation, often 

at the district court’s insistence.”

A spokesperson for Medtronic said: “We are 

pleased the court agreed to hear our appeal.” 

Boston Scientific did not respond to a request 

for comment.

The case is expected to be argued after the 

court’s next term starts in October. 

Supreme Court to hear Medtronic case

Actavis to buy Warner Chilcott

Another Supreme Court patent case
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WASHINGTON DC, US

The US Supreme Court has decided 

unanimously in favour of agricultural 

company Monsanto in its patent battle against 

Indiana farmer Vernon Bowman.

In a widely expected but nonetheless emphatic 

decision, the court found that Bowman 

had infringed Monsanto’s patents covering 

a genetically modified soybean—sold as 

‘Roundup Ready’—when he replanted a crop 

of modified seeds in breach of his licensing 

agreement with Monsanto.

Bowman had argued that because the seeds for 

replanting were bought from a grain elevator 

following a ‘first authorised sale’ from farmers 

to the elevator, the patent rights had been 

exhausted.

Justice Elena Kagan, writing for the court, 

rejected that argument, finding that “The 

authorised sale of a patented article gives the 

purchaser, or any subsequent owner, a right 

to use or resell that article … Such a sale, 

however, does not allow the purchaser to make 

new copies of the patented invention.”

The court explained: “Under the patent 

exhaustion doctrine, Bowman could resell 

the patented soybeans he purchased from the 

grain elevator; so too he could consume the 

beans himself or feed them to his animals. 

Monsanto, although the patent holder, would 

have no business interfering in those uses of 

Roundup Ready beans. But the exhaustion 

doctrine does not enable Bowman to make 

additional patented soybeans without 

Monsanto’s permission.”

The court pointed out that, were it to rule 

otherwise, Monsanto would derive “scant 

benefit” from its patents.

Bowman further argued that he could not be 

held liable because soybeans naturally sprout 

unless stored in a controlled manner, and 

therefore the beans themselves are responsible 

for their replication. The court described the 

“blame-the-bean defence” as “tough to credit”, 

because Bowman had actively “controlled 

the reproduction … of Monsanto’s patented 

invention”.

Jim Greenwood, president and chief executive 

of the Biotechnology Industry Organization 

(BIO), welcomed the ruling, saying it “not only 

answers an important question about patent 

infringement by planting patented genetically 

engineered seeds, but also confirms the 

legitimacy of long-established patent licensing 

practices in all areas of BIO’s membership”.

He added: “As such, the Supreme Court’s 

commitment to uphold valid IP rights in this 

case creates business certainty that will benefit 

all of biotechnology—as well as the patients, 

farmers, and consumers who benefit from 

biotechnology’s help in healing, feeding, and 

fuelling the world.”

But Andrew Kimbrell, executive director of 

the Center for Food Safety, called the ruling 

“misguided”.

He said: “The court chose to protect Monsanto 

over farmers. The court’s ruling is contrary to 

logic and to agronomics, because it improperly 

attributes seeds’ reproduction to farmers, 

rather than nature.”

David Snively, Monsanto’s general counsel, 

said the ruling ensures that “longstanding 

principles of patent law apply to breakthrough 

21st century technologies that are central to 

meeting the growing demands of our planet 

and its people”.

Bowman could not be reached for comment. 

According to a February report by the Center 

for Food Safety and Save Our Seeds, Monsanto 

has filed 144 lawsuits across 27 states alleging 

seed patent infringement. 

Monsanto v Bowman: Supreme Court 
rejects ‘blame-the-bean’ defence

AstraZeneca bags Omthera 
London-based pharmaceutical company 
AstraZeneca has bought New Jersey 
cardiovascular specialist Omthera 
Pharmaceuticals in a deal worth  
$323 million. 

Omthera is focused on the development 
and commercialisation of new therapies 
for abnormal levels of lipids in blood. The 
company’s Epanova product has been 
through Phase III clinical studies in the US, 
and is expected to be the subject of a new 
drug application at the US Food and Drug 
Administration later this year. 

Pascal Soriot, chief executive of 
AstraZeneca, said: “The number of people 
with elevated triglyceride levels is rising 
rapidly across the world, due in part to 
the increasing prevalence of obesity and 
diabetes. 

“There is a clear need for effective and 
convenient alternatives to some of the 
existing treatments. Epanova offers real 
potential both as a distinctive monotherapy 
for the treatment of hypertriglyceridemia 
and in combination with Crestor 
for patients at high risk of adverse 
cardiovascular events.”

GSK bolsters vaccine business
UK pharmaceutical company 
GlaxoSmithKline (GSK) has acquired 
Okairos AG, a developer of vaccine platform 
technologies, for 250 million ($325 million) 
in cash. 

According to GSK, Okairos has developed 
a novel vaccine platform technology which 
is expected to play an important role in 
GSK’s development of new prophylactic 
vaccines (designed to prevent infection) 
as well as new classes of therapeutic 
vaccines (designed to treat infection or 
disease).

Christophe Weber, president of GSK 
Vaccines said: “This is a fantastic opportunity 
for patients and our research organisation 
as it is expected to contribute to the 
development efforts for an exciting new 
generation of vaccines, building on the 
excellent science and expertise of both 
companies.”

IN BRIEF

Don’t blame the bean
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LONDON, UK

The UK Court of Appeal has upheld the High 

Court’s decision that AstraZeneca’s patent 

for a sustained release formulation of anti-

psychotic drug quetiapine is invalid.

AstraZeneca markets quetiapine, which is 

used in the treatment of schizophrenia, bipolar 

disorder and major depressive disorder, under 

the name Seroquel XL.

The ruling means that companies may start 

marketing generic versions of Seroquel in the UK.

AstraZeneca received a patent to protect the 

Seroquel formulation, which uses a gelling 

agent for stable release.

Six companies, including Teva UK, Hexal and 

Sandoz, filed to revoke AstraZeneca’s patent 

on the grounds of obviousness. In March 

2012, the High Court found in the companies’ 

favour and invalidated the patent.

In its appeal, AstraZeneca contended that the 

patent is inventive as there was no approved 

dosage form of quetiapine on the market at 

the priority date, nor any perceived advantage 

or motivation to formulate the drug as a 

sustained release dosage form.

On April 30, after a five-day trial, Justice 

Arnold agreed the patent has no inventive 

step, as a skilled person would find a once-

a-day formulation desirable, and that a 

sustained release formulation or higher dose 

or an immediate release formulation are both 

“obvious possibilities” to achieve this.

A spokesperson for the claimants Intas 

Pharmaceuticals and Accord Healthcare said: 

“The decision to fight this action is vindicated 

by the court’s judgment and means that the 

five million-plus patients in the UK with 

serious mental illnesses such as schizophrenia 

and bipolar disorder now have better access to 

a more convenient and effective medicine.”

Simon Cohen, a partner at Taylor Wessing, 

who led the team advising a number of 

companies challenging the patent, said: “The 

UK Court of Appeal has confirmed once again 

that High Court decisions on obviousness will 

generally not be disturbed on appeal, reflecting 

the fact that the High Court judge is the judge 

of fact and the Court of Appeal merely has to 

decide whether the decision was wrong on the 

evidence and arguments made at first instance.

“Unlike in other European jurisdictions (and 

the EPO), the appeal is not a de novo hearing.”

Kristina Cornish, partner at Kilburn & Strode 

LLP in London, said that while the ruling 

will improve some patients’ access to cheaper 

drugs, it may keep AstraZeneca from investing 

in a particular area of research that could help 

other patents.

“It’s not as simple as being a victory for 

patients,” she said.

“I think we may be seeing the beginning of 

a trend for these dosage or sustained release 

claims,” she continued. As UK courts are seen 

to be considering these claims in a consistent 

manner, some larger pharmaceutical 

companies will be more cautious about filing 

and “bank less” on the outcome, she said.

Cornish noted that this particular case has 

been fought in countries outside the UK. In 

the Netherlands AstraZeneca’s patent was 

found to be valid, raising questions about what 

the introduction of the Unified Patent Court 

means for big pharma.

In light of cases such as these, larger drug 

companies may be consider opting out of the 

UPC for the maximum term of seven years, 

she said.

“We might gather a real understanding about 

whether some of these big pharmaceutical 

companies will be opting out for as much time 

as possible,” she said. 

AstraZeneca loses Seroquel appeal

Bayer gets green light for 
Conceptus purchase
German chemical and pharmaceutical 
company Bayer has announced it has 
received antitrust clearance from the US 
Federal Trade Commission for its proposed 
purchase of Conceptus.

That transaction, valued at $1.1 billion, 
was announced in April, and will see Bayer 
subsidiary Bayer Healthcare LLC acquire the 
Essure® procedure, described as “the leading 
non-surgical permanent birth control method”.

Andreas Fibig, member of the Bayer 
HealthCare executive committee 
and president of Bayer HealthCare 
Pharmaceuticals, said: “Both Bayer and 
Conceptus are focusing on innovative 
solutions to advance women’s healthcare. 
Essure® completes Bayer’s portfolio of 
long-acting intrauterine systems and short-
acting oral contraceptives. Our experience 
in the field of gynaecology combined with 
our sales and distribution expertise will help 
to further develop Conceptus’ business.”

Evogene announces 
Chinese partnership
Israeli plant genomics company Evogene 
will partner with Chinese biotechnology 
company Beijing Dabeinong Technology 
Group (DBN), to improve productivity by 
increasing fertiliser uptake and drought 
tolerance in rice.

The partnership, which was announced 
on May 29, will involve Evogene licensing 
candidate genes for key traits to DBN, 
which will then be able to commercialise 
rice incorporating the genes in China.

“With China’s need to support a fifth of 
the world’s population with less than 10 
percent of the world’s arable land, it is 
clear that innovative technologies are 
required to minimise the gap and meet the 
growing demand for food,” said Ofer Haviv, 
Evogene’s president and chief executive.

Yuping Lu, general manager of the DBN 
Biotech Center, said: “We are pleased to 
collaborate with Evogene in developing 
improved rice to bring more innovative 
products to farmers and to increase our ability 
to meet the growing food needs in China.”

IN BRIEF

Treating depression
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CALIFORNIA, US

Members of the scientific community 

have blasted Stanford University and US 

biotechnology company Auxogyn for their 

involvement in patenting a test designed to 

increase the success of in vitro fertilisation (IVF).

The patents cover predictive parameters used 

in the early embryo viability assessment (Eeva) 

test, where time-lapse photography of days-old 

embryos are analysed to determine whether 

they are viable for implantation in IVF.

The patents were issued to Stanford University 

by the US Patent and Trademark Office and 

are licensed exclusively to California-based 

biotechnology company Auxogyn.

Auxogyn reports using the test can improve the 

ability to identify embryos with the strongest 

potential to continue development from 60 

percent of the time to 85 percent of the time.

The test is currently available in six locations 

across the UK and Ireland, and is being trialled 

in the US.

However, embryologist and co-founder of 

private genetics company Reprogenetics 

Jacques Cohen argued the patents relate to 

naturally occurring phenomena, and was 

quoted in The Guardian as saying the decision 

to patent the procedure will make treatments 

“prohibitively expensive”. He has called for 

fellow scientists to campaign against the 

decision.

In a paper for Reproductive BioMedicine 

Online, titled On patenting time and other 

natural phenomena, Cohen wrote: “The 

length of the cell cycle is not an invention 

and its key role in development is not a new 

observation; it is an indisputable and well‐

known fact of nature.”

There are fears the US patents will reduce 

the availability of a test that could benefit 

many couples, about one in six of whom have 

difficulty conceiving.

The row started in the wake of the Myriad 

trial, where the patentability of human genes 

is being considered at the US Supreme Court.

Stanford University did not respond to a 

request for comment. 

GENEVA, SWITZERLAND

The World Health Organization (WHO) has 

warned that “no IP will stand in the way of 

public health actions” amid the spreading of a 

deadly global virus.  

The warning follows a patent dispute over 

tests on an isolated version of the Middle East 

respiratory syndrome (MERS), a coronavirus 

responsible for at least 23 deaths since last year.

Dutch research institute Erasmus Medical 

Center has a patent for testing the virus but 

officials in Saudi Arabia, where MERS has 

claimed 18 lives, argue that the virus was first 

identified there before being shipped to the 

Netherlands without permission.

Saudi deputy health minister Ziad Memish told 

the World Health Assembly—the WHO’s senior 

decision-making body—in Geneva in early May 

that the transfer of the virus to Erasmus delayed 

the development of a diagnostic test for it. 

Erasmus disputes both these claims, saying 

that the Saudi doctor who first identified the 

virus merely asked the centre to verify what 

he had found and that it then developed 

diagnostic tests instantly.

The centre has defended further Saudi claims 

that it is not sharing the tests with other 

laboratories, saying it has sent the test to 40 labs 

for free under material transfer agreements 

(MTAs)—which differ from patent licensing 

deals as no ownership is transferred to the 

recipient—and it will continue to do so.

The dispute has raised concerns at the WHO, 

with director-general Margaret Chan telling 

the Geneva meeting in early May that the virus 

should have been sent to a WHO lab and not 

been patented by Erasmus.

“I’m very strong on this,” she said. “Making 

deals between scientists because they want to 

take IP, because they want to be the world’s 

first to publish in scientific journals ... these 

are issues we need to address. No IP will stand 

in the way of public health actions.”

MERS is a great cause for concern at the WHO, 

according to Chan, who warned in her closing 

speech in Geneva that too little is known about 

the virus.

“We do not know where the virus hides in 

nature. We do not know how people are getting 

infected. Until we answer these question[s], 

WHO issues IP warning over MERS virus

Patents covering IVF test spark row

we are empty-handed when it comes to 

prevention,” she said.

With the WHO becoming increasingly worried 

as MERS continues to claim lives, Chan’s 

comments that IP will not block efforts to 

protect public health may be viewed as a call to 

introduce so-called compulsory licences (CLs).

If the virus is classed as a pandemic, said Kevin 

Noonan, partner at McDonnell Boehnen 

Hulbert & Berghoff LLP, “all bets would be 

off ” in some countries that compulsory licence 

(CL) orders would be introduced.

“If I were Erasmus, I would be getting in 

touch with all government health ministers, 

especially in industrial countries, about 

making a vaccine available,” he said.

“That’s because in a public health emergency 

the university would not want to be seen to 

be against allowing people to be treated ... IP 

owners can allay these fears by being up front 

with governments,” he added.

Under CL orders, a patent owner typically earns a 

lower royalty than normal, potentially losing huge 

amounts of predicted revenues. Noonan noted, 

however, that it is currently unclear that Erasmus 

actually owns a patent directed to the MERS tests; 

in fact, it only has a pending application.  

Erasmus did not respond to a request for 

comment, but the company told Bloomberg 

that it was not in any discussions “at this stage” 

to commercialise the patent and that the 

patent may never make any money. 

IP warning
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LONDON, UK

Pfizer has announced it will sell its erectile 

dysfunction pill Viagra online in an effort 

to counter the rising threat of bogus online 

pharmacies.

The home delivery service will allow those 

with a valid prescription to buy their 

medication, priced at $25 a pill, from a 

trusted outlet.

A recent review by the National Association 

of Boards of Pharmacy (NABP) found that 

just 3 percent of websites selling prescription 

drugs are legitimate pharmacies, with up to 

half offering medications from overseas, or 

drugs that have not been approved by the US 

Food and Drug Administration (FDA).

An NABP and Pfizer-sponsored national 

survey conducted by Harris Interactive in 

2011 found that 82 percent of men believe 

it is difficult to determine the legitimacy of 

online pharmacies.

Pfizer’s global security team checked the top 

22 websites after searching “buy Viagra” and 

chemically analysed the pills advertised as 

Viagra on the outlets. About 80 percent of 

the pills were counterfeit. Of the fake pills 

containing the active ingredient sildenafil 

citrate, the amount was between 30 and 50 

percent of what was advertised.

“We have seen counterfeit medicines 

manufactured in filthy and deplorable 

conditions, yet some people do not realise the 

risks that this poses to their health and safety, 

our top priority,” said Pfizer global security 

vice president Matthew Bassiur.

“Counterfeit medicines often contain 

the wrong or incorrect levels of active 

ingredient, as well as potentially dangerous 

contaminants. Samples of counterfeit Viagra 

tested by our labs have contained pesticides, 

wallboard, commercial paint and printer ink. 

These findings motivate us to continue our 

aggressive global efforts to stop those who 

prey on unsuspecting patients.”

Steven Lee, partner at Kenyon & Kenyon LLP 

in New York, said: “I presume that Pfizer has 

decided that the only way it’s going to defeat 

the illegitimate online pharmacists is to do a 

better job of online marketing itself.”

He added that Pfizer has to deal with the issue 

of counterfeit drugs being sold in the regular 

distribution chain to pharmacies and patients 

as well.

“Pfizer and many other drug companies have 

been adding counterfeit protection to drug 

labels for years, putting in holographic designs 

to track where shipments are coming from, and 

developing better, non-copyable packaging, but 

that doesn’t address the issue with the online 

illegitimate pharmacies,” he said.

Viagra was the first oral erectile dysfunction 

medication and was approved by the FDA 

in 1998. It was originally studied for use in 

patients with hypertension and angina. 

Pfizer sells Viagra online to curb  
counterfeit trade

March against Monsanto 
gathers support
On Saturday, May 25, coordinated protests 
across the world voiced their opposition to the 
work of agricultural biotech giant Monsanto.

Organisers said protests took place in 436 cities 
across 52 countries, calling for better labelling of 
food derived from genetically modified products 
and objecting to the perceived aggressive 
nature of Monsanto’s business. 

The US Senate recently rejected a bill that 
would have required genetically modified 
foods to be labelled as such, but individual 
states including Vermont and Connecticut 
are pressing ahead with plans to implement 
such labelling requirements locally.  

Burt announced as CIPA’s 
new president
Roger Burt was formally elected president 
of the Charted Institute of Patent Attorneys 
(CIPA) on May 22.

At the body’s annual general meeting where 
he was elected, Burt told the audience that 
CIPA was receiving proposals for changes 
to national and international law “at an 
unprecedented rate”.

“We need help to better follow and identify 
the proposed changes, work out the likely 
consequences, and moderate the harm the 
changes might make,” he added.

Burt later outlined his vision for the institute 
to focus on its educational role during his 
presidency. “We need to bring in professional 
expertise to help design and implement 
high quality training as patent attorneys and 
provide education to keep all our members at 
the top of their game,” he said.

Catriona Hammer, manager of the IP 
department at GE Healthcare, will serve as 
CIPA’s new vice president. Two new members 
of CIPA’s council were also added—Tony 
Rollins, managing counsel of European patents 
at Merck’s UK subsidiary MSD, and Bobby 
Mukherjee, president of the IP Federation.

Burt, former head of the European IP law group 
at IBM, joined CIPA’s council in 2010 and most 
recently served as the institute’s vice president. 
He is now part of IBM’s virtual law department. 
He replaces Chris Mercer, who held the post 
of CIPA president from May 2012.

IN BRIEF
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DELAWARE, US

Acura Pharmaceuticals has sued Ranbaxy 

Laboratories to keep it from releasing a 

generic version of its immediate release 

tablet formulation of painkiller Oxecta.

Oxecta is an abuse-resistant form of the opioid 

painkiller oxycodone. Oxycodone is also the 

active ingredient in OxyContin, which the US 

Food and Drug Authority (FDA) recently said 

it would no longer approve generic versions of.

The lawsuit brought by Acura concerns the 

‘726 patent, which covers “methods and 

compositions for deterring abuse of opioid 

containing dosage forms”.

In its complaint, Acura claims Ranbaxy plans 

to commercially manufacture, use and sell 

oxycodone hydrochloride tablets of 5mg and 

7.5mg under the name Ranbaxy’s Oxycodone 

HCI Tablets in the US before the ‘726 patent 

expires in 2025.

The US Patent and Trademark Office issued 

Acura the ‘726 patent in March 2009. The 

FDA approved the drug in 2011.

Ranbaxy has claimed that Acura’s ‘726 patent 

is invalid in its notice letter, though does not 

provide any reason for its invalidity.

Peter Corless, a partner at Edwards Wildman 

Palmer LLP in Boston, said that while this is 

required according to FDA rules, it is not likely to 

weaken Ranbaxy’s case, as Acura did not contest 

improper notice at the time of filing it case.

He described the case as “unique”, as it deals with 

the abuse-deterrent formulation of the drug.

“All the claims are directed to composition—

the analgesic in combination with other 

materials,” he said. It is an infringing product 

as it “sits on the shelf ”.

He said that Acura has another case pending 

concerning additional patents that aren’t 

brought up in this particular case.

“It’s common, in the case of a drug product, for 

a company to have an application in reserve,” 

he said.

“In litigation if an issue comes up about one 

of your claims being deficient in some respect, 

you have a fallback that allows you to issue 

new claims that respond to that criticism.”

The brands v generics battle is a hot topic 

in the US, with politicians promoting the 

generic pharmaceutical industry to increase 

access to different drugs, he said.

However, there may be bumps in the road. “The 

generic drug industry doesn’t come up with 

new drugs, so if you undercut the innovative 

companies, in a worst-case scenario there may 

not be any new drugs in the future,” he said. 

NEW YORK, US

Strong IP knowledge is one of four key factors 

to succeeding in the burgeoning US biosimilars 

market, according to an industry report.

Biosimilars are biological medical products in 

which the active drug substance is made by or 

derived from a living organism.

Thomson Reuters IP & Science’s report, An 

Outlook on US Biosimilar Competition, found 

that early entrants in the US market will have a 

“strong understanding of relevant IP”.

The report noted, however, that challenging 

non-abbreviated biologic licence application 

(BLA) patents is yet to be fully tested.

“Without an understanding of the realities 

of the process, uncertainty still surrounds 

the topic within the industry. The patent 

exchange process has been scrutinised due to 

the requirements for biosimilar applicants to 

share sensitive information with competitors.”

BLA patent owners can refer to previous 

challenges under the new drug application 

(NDA) route, the report said, despite there 

being “many differences” between them. The 

report showed that, as of December 2012, Teva 

has challenged the most NDA patents (169), 

followed by Actavis (132) and Mylan (131).

“IP experience isn’t limited to understanding the 

patent landscape of a specific reference product 

or patent litigation. Owning patents associated 

with a biologic product, such as a process 

patent, can be a strong indicator of which 

companies have strong IP capabilities, and also 

which companies are future competitors in the 

biosimilar market,” the report said.

IP ‘key to success of US biosimilars’ 

Acura sues Ranbaxy over abuse-resistant generic

The three other important prerequisites 

for market success are access to biologic 

manufacturing capabilities, experience with 

running clinical trials and experience in 

regulated markets, according to the report.

It concluded that Sandoz, Teva and Hospira 

will succeed in the US biosimilars market, 

while the Amgen-Actavis alliance, Samsung 

Bioepis/Merck, Pfizer and Boehringer 

Ingelheim are expected to provide tough 

competition. 

IP is key

Generics battle
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SHANGHAI, CHINA

San Diego-Shanghai biotechnology startup 

RuiYi Inc has entered into an exclusive licence 

and collaborative development agreement 

with Shanghai-based Genor BioPharma to 

develop the RYI-008 molecule in China.

RYI-008 is a novel anti-IL-6 monoclonal 

antibody being developed for the treatment of 

autoimmune diseases and cancer. A statement on 

RuiYi’s website said the molecule could “define a 

new paradigm in the treatment of disease”.

“RYI-008, with its unprecedented femtomolar 

potency and amazing, long half-life has a 

therapeutic profile of once monthly, low 

milligram, subcutaneous dosing,” said RuiYi 

chief executive Paul Grayson.

He said approximately 4.1 million rheumatoid 

arthritis patients in China are in need of a 

cost-effective therapeutic option, and that 

RYI-008 is a “tremendous candidate for this 

novel development strategy”.

“The team at Genor has deep global development 

experience and strong commercial, regulatory, 

and government relationships in China, making 

them the ideal development partner. We look 

forward to working with them to deliver novel, 

breakthrough therapeutics for the Chinese 

healthcare system,” Grayson added.

Genor is a biopharmaceutical company 

that focuses on the development and 

commercialisation of therapeutic monoclonal 

antibody and Fc-fusion drugs.

Genor’s chief executive Joe Zhou said: “The 

clinical data on IL-6 modulation continues 

to be extremely favourable in multiple 

diseases. The selection by RuiYi and Genor 

of RYI-008 for development shows a unique 

understanding of a changing healthcare 

environment in China where the cost-effective 

delivery of novel efficacious medicines is of 

significant importance.”

Belgian pharmaceutical company arGEN-X 

discovered and developed RYI-008, and 

exclusively licensed the molecule to RuiYi to 

develop and commercialise around the world 

in October 2012.

On May 14 RuiYi announced it had signed 

an agreement with Danish-American 

biopharmaceutical company CMC Biologics 

to develop a cell line for RYI-008.  

RuiYi joins Genor to develop cancer drug

NICE chair’s move to 
biotech “burns credibility”
Former UK National Institute for Health and 
Care Excellence (NICE) chairman Michael 
Rawlins’ move to biotech firm Intra-Cellular 
Therapies has attracted criticism from some 
members of the healthcare community.

Rawlins was announced as the new 
director of the New York-based Intra-Cellular 
Therapies, which develops experimental 
medicines, in May.

Tim Reed,  head of non-governmental 
organisation Health Action International, told the 
Financial Times that he was surprised: “He’s 
been a staunch defender of rational use of 
medicines and I hope he remains so,” he said.

AvantiCell to supply cells to 
Japanese pharma
Scottish life sciences company AvantiCell 
Science has signed a “six-figure deal” to supply 
cells to a Japanese pharmaceutical company.

AvantiCell isolates cells from human and animal 
tissue that retain a ‘memory’ of their origin. 

Chief executive of AvantiCell Jo Oliver said: 
“We have achieved a number of small 
deals in Japan before now, but this service 
contract for isolating and testing cells is of a 
different order of magnitude.”

Geneva biotech gets funding
Two Swiss billionaires have bought Merck’s 
Geneva headquarters for development into a 
bio-and neuro-engineering institute.

The project also received a $103 million 
donation from the Wyss Foundation charity. 
It is hoped that the 67,355 square metre site 
will attract startup companies.

Entrepreneur Ernesto Bertarelli, who 
is bankrolling the project with Swiss 
businessman and philanthropist Hansjörg 
Wyss, said: “We are absolutely delighted to 
be moving forward with Campus Biotech. 

“A central element of our plan is the creation 
of a Wyss Institute focusing on bio- and 
neuro-engineering. We have been much 
encouraged by the wide support for our 
project which we believe will bring immense 
value to the Geneva Lake region and 
Switzerland as a whole.”

IN BRIEF

AMSTERDAM, NETHERLANDS

The inventor of the world’s first flat-panel 

liquid crystal display (LCD), Martin Schadt, 

was among a number of winners at the 

European Patent Office (EPO’s) European 

Inventor Awards 2013.

Schadt took the lifetime achievement award 

at the ceremony in Amsterdam.

There were awards in five other categories: 

industry, small and medium-sized 

enterprises (SMEs), research, non-European 

countries and the popular prize.

Claus Hämmerle and Klaus Brüstle, from 

Austrian manufacturer Julius Blum, won 

the industry award for their system that 

allows for the soft closing of furniture doors, 

drawers and wall cabinets.

Life sciences dominate at EPO awards

Cancer treament

In the SME category, Pål Nyrén of Sweden 

scooped a prize for inventing pyrosequencing,  

a faster, less complicated and cheaper method 

of sequencing DNA strands.

Patrick Couvreur, Barbara Stella, Véronique 

Rosilio, and Luigi Cattel, a team at Paris-

Sud University, won the research award for 

their invention of nano-capsules —70 times 

smaller than red blood cells and protected 

by a biodegradable coating —which destroy 

cancer cells without harming healthy tissue.

Speaking at the ceremony, EPO president Benoît 

Battistelli, said: “All of the inventors honoured 

here today have been truly exemplary, not 

only in coming up with ingenious solutions to 

challenges of our time ... but also in improving 

people’s lives through the quality of the products 

and services that we are using every day.” 
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Ideas Matter: the importance 
of IP in the fight against cancer

The roundtable was hosted by Ideas Matter, 

an initiative formed of various enterprises 

and multinationals to promote the benefits 

of IP.

Ideas Matter director Allen Dixon opened 

the day with the latest figures from the 

European Patent Office, which reported 

more than 15,000 patent filings related to 

cancer prevention since the year 2000, and 

600 patents for new drugs filed yearly.

Seventy percent of inventors were European, 

he said, with small and medium enterprises as 

well as individual inventors “well represented” 

among patent filings. The BRIC nations 

(Brazil, Russia, India and China) are also 

emerging forces in the oncology patent arena.

The first of the talks was given by Dr Kairbaan 

Hodivala-Dilke, professor of angiogenesis 

at the centre for tumour biology in Barts 

Cancer Institute. Hodivala-Dilke studies the 

blood vessels that feed cancer, and showed 

how cancer’s complexity makes it so difficult 

to treat. There are hundreds of diseases we 

call cancer, she said.

Because it can take so long to present itself, 

lung cancer is a particularly serious form of 

cancer. Less than 30 percent of patients will 

survive a year after diagnosis.

Medical device company Anaxsys is concerned 

with identifying cancers early. It has developed 

the respiR8, a continuous respiratory rate 

counter that by measuring a patient’s rate of 

breathing and moisture profiles in breath can 

help diagnose lung cancer, and can report to 

medical staff whether the patient is about to 

have a heart attack or asthma attack.

Deryk Williams, managing director at 

Anaxsys, said IP is essential for attracting 

large investments.

As a company, you have to be very focused 

on what you’re trying to achieve, he said. Be 

specific when patenting your innovations, and 

companies will be more likely to invest, he 

added.

Gerardo Gonzalez, a researcher at Microsoft 

Research Cambridge, demonstrated how 

the Xbox Kinect games console’s touchless 

technology can be used by surgeons 

performing keyhole and vascular surgery.

In the sterile environment of the operating 

theatre, where using a keyboard or mouse is 

not ideal, and giving commands for another 

person to enter into a computer can take 

valuable time, the Kinect allows surgeons 

to view and manipulate detailed 3D medical 

images and mark them in real time using a 

series of gestures and vocal commands.

The technology is currently being trialled 

with vascular patients at St Thomas’ Hospital 

in London, to give the research team an idea 

of how doctors will want to use it.

IP brings together medical teams and 

scientists with the same goal, Gonzalez said.

Multinational pharmaceutical company Amgen 

works on developing personalised medicines for 

cancer by improving diagnosis using biomarkers.

Virginia Acha, Amgen’s director of regulatory 

affairs in R&D policy, said: “Scientific and 

technological innovation underpin advances 

in personalised medicine,” and that the 

healthcare system needs to evolve with 

advances in technology and research.

“Science moves much faster than clinical 

trials,” she said. 

On May 14, in time for Cancer Prevention Week, healthcare experts 
met in London to share and discuss developments in cancer detection, 
prevention, treatment and maintenance, and how IP protection and 
management are vital in attracting investment.

“Be specific when patenting your innovations, 
and companies will be more likely to invest.”
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Ideas Matter: Philips and 
Microsoft in life sciences

Guided drug delivery uses liposomes to 

deliver drugs directly to cancerous tumours, 

and monitors drug release and uptake with 

magnetic resonance imaging. It is being 

touted as an alternative to chemotherapy.

Royal Philips Electronics and Eindhoven 

University of Technology developed the 

technology, which Van Velzen calls the 

product of a “good IP arrangement”.

“You can never cover all technologies and all 

domains so working with a third party brings 

in a lot of technology that will help you to 

access another set of capabilities,” said van 

Velzen.

“Collaboration allows the company to look 

at things from a different perspective, brings 

more creativity, and helps speed up the 

project because there are more resources.”

Philips has partnered with large 

pharmaceutical companies as well as small 

and medium enterprises to develop new 

products. Philips also works with universities 

and clinics to see its products’ “real clinical 

benefits” to patients, she added.

When deciding where to invest, Philips 

collects and merges data from other 

companies’ patent portfolios to create a ‘map’ 

showing where a company is most active in 

its research.

“We usually do an early scan when the 

project is just starting—so we know the levels 

of technology that are already out there. We 

try to spot opportunities for acquiring IP at 

an early stage ... Later on we look in more 

depth to assess risk and opportunities,” van 

Velzen said.

What will the introduction of the Unified 

Patent Court mean for Philips’ work? 

“Companies will have easier access to the IP 

systems and court, but we will see how things 

will develop in practice. It will probably lower 

the cost,” she said.

Van Velzen added that the public attitude 

to IP needs to change. “The general public 

is not always positive about IP and patent 

protection—there have been some news items 

related to the bigger court case litigations 

that were putting a negative light on IP and 

patents,” she said.

“We need to show that new ideas are 

important, and that to take the ideas to market, 

to make sure that society can benefit from 

them, you need the IP otherwise there will be 

no investment—people will not know how to 

recoup the investment they made generating 

the ideas.”

She said people tend to perceive IP as a 

legal issue, rather than a business issue, or 

an opportunity that allows a business to 

grow: “We’ve seen today there are many 

small companies that benefit from a good 

IP position and need it much more in the 

market than the larger ones,” she added.

LSIPR also caught up with Microsoft’s 

Gerardo Gonzalez, a researcher at Microsoft 

Research Cambridge, which is making the 

Xbox Kinect games console’s touchless 

technology work for doctors performing 

vascular and keyhole surgery.

Gonzalez said the research and development 

stage of creating brand new technologies 

throws up some challenges. “We work on our 

own ideas but unfortunately as you research, 

you’ll find that some people have done the 

same or they are doing the same—sometimes 

they do it from a different perspective,” he said.

“You have to either continue with your idea 

or publish your research paper as soon as 

possible to make it public.”

He said that at Microsoft, the research team 

is trying to understand how people will use 

the Kinect rather than trying to sell them a 

solution that is “not quite there yet”.

“At Microsoft we are more into understanding 

how things work,” he said, adding that 

companies in the US and Spain have been 

using the technology and reporting back 

with suggestions about the kinds of images 

they need, or how they want to use the device.

While this approach gives Microsoft a good 

idea of its goal, there is a disadvantage: 

“Sometimes you spend so much time 

researching what the user wants, that you 

don’t realise that there are other companies 

already doing the same thing,” he said. 

“We need to show 
that new ideas are 
important, and that 
to take the ideas to 
market, to make 
sure that society can 
benefit from them, 
you need the IP.”

At the Ideas Matter roundtable in London in May, LSIPR spoke to 
Maaike van Velzen, general manager of Philips Group Innovation’s IP 
and Standards division, about the importance of using IP solutions to 
promote the company’s vision, and sharing IP with other companies in 
the creation of new products.
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A NEW APPROACH 
TO CANCER TARGET 
SCREENING
BerGenBio’s ‘ask the cell’ technology could potentially change cancer 
treatment as we know it. With an expanding patent portfolio and library 
of trade secrets behind it, what challenges does the startup biotech 
company face in bringing its first drugs to market? LSIPR asked chief 
executive Richard Godfrey.

C
ancer is the leading cause of death 

in Europe: a third of people living 

there will die from the disease. 

Improvements in treatments are 

making it easier to manage, and more people 

are surviving their cancers. These days the 

majority of cancer fatalities are a result of 

cancer spread (metastasis) and metastatic 

tumours are often drug-resistant.

“The driver is often the epithelial-mesenchymal 

transition (EMT) process, where cells break 

out of a tumour, become stem cell-like, and 

spread to other parts of the body,” says Richard 

Godfrey, chief executive of BerGenBio.

BerGenBio’s CellSelect technology, patented 

in 2007, ‘asks’ the cell what genes are 

driving EMT. After identifying the genes, 

BerGenBio validates their role and assuming 

it’s treatable with drugs, then goes to work 

in developing drug leads that inhibit the 

protein and stop EMT.

“We’re about developing cancer drugs, but 

we’re doing it from a very sophisticated 

start point of a deep understanding of the 

biology,” he says.

BerGenBio`s CellSelectRNA technology uses 

a library of ribonucleic acid (RNA) triggers in 

phenotypic screens to identify the gene that is 

driving a certain cellular behaviour.

“It’s like having a library of hundreds of 

thousands of surrogate drug compounds and 

asking what they do to the cell behanviour,” 

Godfrey explains.

The very same technology allows BerGenBio 

to see how drugs would behave in disease 

models, before the company invests in 

developing the chemistry.

BerGenBio has one family of patents that 

covers the CellSelect technology, which 

Godfrey says has so far withstood prosecution. 
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These patents cover the CellSelectRNAi 

process and the application of the information 

BerGenBio gets from its RNAi studies.

Perhaps surprisingly, Godfrey doesn’t intend 

to protect BerGenBio’s library of RNAi triggers 

with patents. That would be “giving away the 

house”, he says. “They’re trade secrets.”

The company has seven patent families 

that include 33 patents in all. Most patents 

cover composition of matter, and the use of 

drugs leads. 

As the field of RNAi is highly specialised, 

carving out a legitimate space in a patent 

“There’s limited value in 
biological discovery, or 
novel targets, but there’s 
a great deal of value 
in first-in-class drugs 
that address an unmet 
medical need.” 

arena “cluttered” with many older conflicting 

and overlapping patents is a challenge, says 

Godfrey.

“What we’ve realised is that the clinical assets, 

the drugs, are what really drive the value for 

our company, therefore when drafting patents 

it’s important to carve out a unique space that 

aligns with the clinical opportunity, if possible.

“There is limited value in biological discovery, 

even novel targets, but there’s a great deal of 

value in first-in-class drugs that address an 

unmet medical need. That’s really where we’re 

putting our effort going forward.”

CellSelect may be used for identifying targets 

that drive almost any disease. While he is 

considering licensing the technology to other 

companies, Godfrey wants first to develop a 

deeper understanding of cancer.

“We’re quite grounded really, you can’t 

venture into too many areas, we must stay 

focused,” he says.

“Our focus is to maintain our leadership in 

understanding the EMT process in cancer.”

BerGenBio’s drug leads are at the development 

stage, and the lead program BGB324 is poised 

to start clinical trials.

BGB324 is an oral, highly selective inhibitor of 

AXL-receptor tyrosine kinase (AXL), which is 

a mediator in the EMT process.

AXL’s role in the development and spread of 

cancer was first understood by BerGenBio, 

using its CellSelect technology. Godfrey says 

that the recent interest in AXL’s function was a 

result of the company’s discovery. 

“No-one was really working on it before,” he 

says, “but now AXL inhibition is probably one 

of the hottest areas in the next generation of 

cancer therapies, and increasingly companies 

are developing or trying to develop AXL 

inhibitors.”

BerGenBio is currently developing a treatment 

that inhibits AXL with its BGB324 programme, 

which is poised to enter Phase 1 clinical trials. 

When a treatment is found, how will 

BerGenBio protect it?

“When we discover a novel target, it’s actually 

quite difficult to IP-protect,” he says, adding 

that this is “probably right”. 

“It’s appropriate that we’re not allowed to 

protect a gene, because there are a finite 

number of genes,” he says. “In order to get 

some IP from a novel biological discovery, you 

need to file for IP based on the use of the gene 

or its expression —rather than just trying to 
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block others from working on it and saying 

‘this is ours’.”

He says that in any case the strongest, most 

valuable IP comes from developing a therapy 

or drug, which can then be sold at some 

commercial value.

The BerGenBio business model is to 

understand something very novel in a specific 

biological process;  this is the very beginning of 

the drug discovery cycle. After the discovery, 

the company has to act fast to protect it: 

“We’ll try to quickly prosecute that biological 

discovery into a composition of matter that is 

specific and robust and has the usually 20 or 

more years of IP life from which we can get 

some return on our investment,” he says.

Asked for his opinion of the Myriad case, 

where the patentability of genetic material is 

being considered at the US Supreme Court, 

Godfrey says “it’s important that the IP 

provides some reward for the initial work, 

but doesn’t prevent future innovation and 

wellbeing for mankind.”

“I hope that they can find some sort of 

compromise where the initial discoveries are 

somehow rewarded, but they don’t block the 

rest of the world from developing.”

BerGenBio is now working to find more targets 

that are responsible for driving aggressive drug 

resistant cancers, for which treatments do not 

yet exist. 

“We’re about to start a clinical development 

programme,” Godfrey says. “We’ll spend  more 

time and money demonstrating that our drug 

is safe and effective in human studies, and 

then we’ll license its forward development. It 

will be available for license probably this time 

next year.”

BerGenBio is also preparing to share more of 

its patents. In mid-2014 the company will be 

seeking licensing partners.

“We’d be prepared to discuss with potential 

partners licensing our CellSelect technology if 

somebody wanted to learn that technology and 

use it for their own discovery,” he says. More 

research needs to be done on understanding 

the mechanisms of many diseases.

There’s a lot going on, he says, though 

establishing a biotech company takes time:

“Maybe it’s just typical biotech,” he says. “It 

takes a few years to get established, to get 

recognised, to get scientific respect, to build 

on the initial discoveries so that you’ve 

got something of value, and then after a 

few years you need to consolidate and get 

yourself in a position where you can become 

commercial.”

What does he think are the most significant 

challenges facing startup biotech companies?

First is funding. Godfrey says: “Money solves 

eight out of 10 problems.” The next challenge 

is finding appropriate human resources, and 

then, later on in the business life cycle, finding 

an acceptable exit that satisfies all stakeholders.

And of course, having an IP strategy is essential 

in the success of a startup, he says.

“We’ve always got our eyes open to the 

possibility of protecting the work that we’re 

doing and the prosecution and protection of 

the work that we’ve done.”

While BerGenBio is focused on developing 

cancer treatments specifically, its scope is very 

wide in terms of IP. The business holds patents 

covering a range of technologies and processes, 

from the specialised RNAi technologies, 

compositions of matter, and clinical uses 

related to compounds and biomarkers.

Having a team that understands the science 

is also vital. BerGenBio works with several 

specialist IP firms, and lawyers who are experts 

in the technology.

“It’s very important that our IP lawyers and 

counsel are scientifically and technically 

competent, and even expert, so that they can 

help us understand what’s unique, valuable, 

protectable, novel, in what we’ve done and 

how we can differentiate that from what else 

is in the literature and in the patent world, and 

that we can navigate and prosecute the right 

claims,” Godfrey explains.

BerGenBio works with firms in the US and UK 

to find expert counsel, who work to syndicate 

the company’s patents worldwide.

Though he predicts it will be at least another 

seven years before any programmes make 

it to the market, before then BerGenBio will 

file patents and use its technology platform to 

“produce a pipeline that hopefully has value 

and clinical benefit for the cancer patient”.

“The value comes from being able to protect 

everything from an IP point of view,” he says. 

“The strongest, most 
valuable IP comes from 
developing a therapy 
or drug, which can 
then be sold at some 
commercial value.”
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The definition of 
what constitutes a 
co-pending patent 
filing in Europe 
has recently been 
rewritten to include 
patent applications 
from within the same 
patent family. Jane 
Wainwright of Potter 
Clarkson investigates 
the decisions leading 
to this change.

I
t is a common legal premise around 

the world, including in the important 

territories of the USA and Japan, for 

an applicant’s own earlier filed but 

later published patent filings (an earlier filed 

co-pending application) to be unavailable 

for the assessment of patentability of subject 

matter that is claimed in a later patent filing for 

the same applicant and which has a filing date 

before publication of the earlier filing (a later 

filed co-pending application). 

This is not the case in Europe. Article 54(3) of 

the European Patent Convention (EPC) allows 

any earlier filed co-pending application to be 

available for the assessment of novelty (but 

not obviousness) of a later filed co-pending 

application, irrespective of whether the 

applicant and/or inventor are common to 

both patent applications. 

In light of this approach by the European 

Patent Office (EPO), effective drafting and 

filing strategies are devised on a daily basis in 

order to reduce the impact of an applicant’s 

own earlier patent filings on its subsequent 

patent filings. These often complex strategies 

are of particular importance in life sciences, 

where many follow-on patent applications 

are filed relating to only minor modifications 

of a particular technology, and often only a 

few months after the initial patent application 

for that technology was filed. 

Over recent years there has been discussion 

amongst the European patent profession of 

whether Article 54(3) EPC is so unspecific 

as to hypothetically allow an application 

from the same patent family (eg, a priority 

application or a divisional application) to be 

citable against another application in that 

family (a concept known as self-collision).

Despite these hypothetical discussions, 

co-pending applications had not been 

Self-collision of European 
patent filings: an accident 
waiting to happen? 

“Many follow-on 
patent applications 
are filed relating 
to only minor 
modifications 
of a particular 
technology, and often 
only a few months 
after the initial 
application.”
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seriously contemplated to include related 

applications from the same patent family, 

and so filing strategies to date have only 

taken into account patent filings from other 

patent families. Now, the seemingly far-

fetched concept of self-colliding priority and 

divisional applications has become reality. 

Self-colliding priority applications
The UK High Court decision in Nestec SA 

& Ors v Dualit Ltd & Ors [2013] EWHC 

923 (Pat) concerned both the alleged 

infringement and the question of validity of 

the UK portion of European patent EP (UK) 

2 103 236. EP 2 103 236 claimed priority 

from a European application which was 

published as EP 1 495 702. Of key interest 

in this case is that the judgment concluded 

the patent was not entitled to priority and as 

such, certain claims lacked novelty over the 

priority application itself.

The lack of priority was found due to the 

broadening of some claim features between 

the content of the priority application and 

the application as filed, such that the claims 

of the patent covered both subject matter 

disclosed in the priority application and 

additional possibilities that had not been. In 

light of the priority claim being held invalid, 

the earliest effective date for the assessment 

of prior art became the filing date of the 

patent (rather than the priority date).

In this particular case, the priority application 

had continued to publication, and so due to 

the priority application now having an earlier 

filing date than the patent (ie, the original, but 

now invalid, priority date for the patent), EP 1 

495 702 was considered to be an earlier filed 

co-pending application and therefore available 

for the assessment of novelty of EP 2 103 236 

under Section 2(3) of the UK Patents Act 1977 

(corresponding to Article 54[3] EPC). 

In light of the priority application disclosing 

fundamentally the same invention as the 

patent but in a narrower form, its disclosure 

was held to anticipate a number of the granted 

claims of EP 2 103 236. No amendment was 

possible in order to remove the additional 

subject matter and as such it was not possible 

to overcome the self-collision of the patent 

with its own priority application.

In an unrelated case heard by the EPO 

boards of appeal (T680/08), the same 

situation as seen in the Nestec case was 

identified. However, in T680/08, revocation 

of the patent was avoided due to the patent 

proprietor being able to narrow the scope of 

the affected claims to remove the additional 

subject matter, thereby overcoming the self-

colliding priority application.

The UK court judgment in Nestec v Dualit 

and the willingness of the EPO boards of 

appeal to consider the self-collision of a 

patent filing with its own priority application 

clearly demonstrates that any European 

application claiming priority from an earlier 

European application could lack novelty if 

amendment resulted in a loss of priority. 

Self-colliding divisional 
applications
In a related, and potentially more dangerous, 

development the EPO boards of appeal have 

now found (in T1496/11) that a divisional 

application may be available for the 

assessment of novelty under Article 54(3) 

EPC for its own parent application. 

In T1496/11, it was held that claim 1 of 

patent EP 0 930 979 had been generalised 

to encompass more possiblities than 

were disclosed in the priority application. 

Accordingly, EP 0 930 979 was held not to 

“Any European 
application 
claiming priority 
from an earlier 
European 
application could 
lack novelty if 
amendment 
resulted in a loss of 
priority.”
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Preventing self-collision 
The issue of a self-colliding priority application 

can be avoided with relative ease by not 

allowing the priority application to publish in 

its own right. Simply put, any European patent 

application used to set a priority date should 

be withdrawn before publication. 

In a perfect world, the prevention of self-

colliding divisional applications is achieved 

by not filing divisional applications. However, 

patent applications are rarely drafted and filed in 

a perfect world and the need to file a divisional 

application is often unavoidable. Therefore, for 

every European application where a divisional 

application has been or could potentially be 

filed, every claim amendment must be carefully 

considered to ensure that a valid priority is 

maintained, or at least commercially useful fall-

backs, that clearly possess a valid priority, are 

included to enable amendment should the issue 

of self-collision arise later in examination.

In both cases, should the myriad of other 

commercial factors allow it, delaying filing 

of a priority application until adequate 

exemplification has been produced would 

reduce the risk of self-collision. Accordingly, 

careful consideration of filing and amendment 

strategies in light of these decisions will help 

applicants minimise the chances of falling into 

the self-collision trap. 

Jane Wainwright is a partner at Potter Clarkson 

LLP. She can be contacted at:  

jane.wainwright@potterclarkson.com

possess a valid claim to priority. As a result of 

this loss of priority, a divisional application 

that had been divided from EP 0 930 979 

became available for the assessment of 

novelty of EP 0 930 979 under Article 54(3). 

The generalised claim 1 of EP 0 930 979 was 

therefore found to lack novelty over the 

narrower but wholly encompassed disclosure 

of the divisional application. 

In this particular case, novelty was restored 

by amending claim 1 to a narrower scope 

that possessed a valid claim to priority. 

However, the decision has set a precedent for 

EPO examiners and opponents to challenge 

novelty when at least one divisional 

application has been filed in a family and 

where the claim(s) to be challenged represent 

a broadening in comparison to the priority 

application. 

While T1496/11 specifically addressed the 

situation where the divisional was used to 

challenge its parent, the decision applies 

equally in the reverse scenario, such that a 

parent application may be citable against 

a divisional divided from it. Furthermore, 

there is no reason to suppose that the 

same rationale does not extend to sibling 

divisionals (multiple divisionals divided 

from the same parent) such that one 

divisional is available under Article 54(3) 

as novelty-only prior art against a sister (or 

brother) divisional application. 

Since the 2010 changes to Rule 36 EPC 

(which limited the window of opportunity 

for filing divisionals at the EPO to 24 months 

from the first substantive office action) came 

into force, divisional applications are now 

being filed much earlier during examination 

than ever before, so that before an invalid 

priority claim has even been contemplated 

by the EPO, a divisional application which 

will go on to cause novelty destroying self-

collision may already have been filed and 

published. 

Significance to life sciences
While the initial cases discussed above 

have not been in the life sciences field, the 

importance of self-collision is brought into 

sharp focus for life sciences applicants when 

it is remembered that a significant proportion 

of life sciences priority applications (and often 

the subsequent priority-claiming applications) 

are filed early in the product development 

cycle, often before full exemplification has 

been completed and usually without a specific 

commercial product having been identified. 

Such early filings are ripe for more information 

to be generated during the priority year, 

potentially requiring a broadened disclosure 

when claiming priority. Furthermore, life 

sciences patent applications commonly 

receive multi-way unity objections due to the 

presence of multiple inventions within one 

application. It is therefore not unusual for life 

sciences applicants to file multiple divisional 

applications in one family. 



What is LSIPR?

Life Sciences IP Review is a news and intelligence 
resource for professionals active in the biotech, life 
sciences and pharmaceutical industries, particularly 
those who have to deal with intellectual property. 

Subscribe now and receive:

• Includes full online access to the website. 

• Weekly news alerts

• Monthly newsletter, includes features and opinion 
from the industry, delivered digitally with the option 
to print.

• Quarterly magazine from September, including features 
and in-depth analysis and interviews with important 
industry figures, mailed directly to your office.

• PLUS – receive the LSIPR Annual in May 2013.

Your subscription will start with the next available issue. The publisher reserves the right to refuse non-qualified requests and to stop providing 
Life Sciences Intellectual Property Review without notice. If this should happen, any outstanding subscription value will be refunded pro-rata. 
Your details will be processed and safeguarded by Newton Media Ltd who may use it to keep you informed of  relevant products and services. We 
occasionally allow reputable companies outside of Newton Media Ltd to mail details of products that may be of interest to you. As an international 
group, we may transfer your data on a global basis for the purposes indicated above. If you are not completely satisfied with your order we will 
be happy to refund your payment, in full, within 30 days of your receiving the first monthly newsletter, or pro rata at any time.

for a single user licence  
(multiple user licence rates on request)

Name         Job title

Company        Email address

Address         Town/City

State        Post Code/Zip Code

Country      Telephone     Fax

Library contact

IMPORTANT: Please ensure you have included your email address and telephone number

PLEASE DETACH THIS FORM AND SCAN AND EMAIL TO: SUBSCRIPTIONS@NEWTONMEDIA.CO.UK
OR RETURN  BY FAX TO: +44 (0) 207 681 1248  

 
RATE FOR AN ANNUAL SUBSCRIPTION IS GBP£1195. PAYMENT OPTIONS: 

 

Please charge my credit card VISA MasterCard  

Card Account No.

Security No.

Card Expiry

Name of Cardholder

Please invoice my company

(Usually the last 3 digits on the reverse of your card)

/

Signature                Date:

 
 

YES, I would like to start a new subscription to Life Sciences Intellectual Property Review  

Email: jhaley@worldipreview.com Tel: +44 (0) 203 301 8205  Fax to: +44 (0) 207 681 1248  
Mail: Newton Media Limited, Kingfisher House, 21-23 Elmfield Road, Bromley, BR1 1LT, UK


