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An uphill struggle
It may be a cliché but our understanding of how the human body works, and how 
to fix it when it stops working, is developing so quickly that ethicists and lawyers are 
struggling to keep up.
When we interviewed Brian Wamhoff of HemoShear, which develops and applies 
human disease systems to create safer and more effective therapies for patients, his 
enthusiasm was infectious.
As we report, his vision stretches to taking primary tumours from patients, 
extracting their cells, recreating their tumour biology on the bench, understanding 
what it looks like and how it metathesises on the bench, or to the liver, and then 
developing drugs for that liver metathesis.
You might think that protecting the IP involved in such an undertaking is a 
nightmare but HemoShear seems to have solved this legal problem through a 
mixture of patents and agreements with the drug companies it works with.
By contrast, the law seems to find it hard to achieve something that sounds 
considerably easier: defining a human embryo. Back in 2011, in the now famous 
Brüstle battle between Professor Oliver Brüstle and Greenpeace, it was decided 
that the term ‘human embryo’ includes not only unfertilised ova, but also “any not 
fertilised ovum whose division and further development have been stimulated by 
parthenogenesis”.
Since then, science has moved on so far that now the Attorney General for the Court 
of Justice of the EU has had to revisit the matter and has issued an opinion on the 
meaning of the term ‘human embryo’ that could “significantly restrict” the scope of 
the Brüstle decision, as one lawyer summarised it for us.
It is, of course, exceptionally important to define a human embryo so that everyone 
can understand exactly what is allowed when working with one, and it’s perhaps 
no consolation to know that the guardians of our ethics will have to struggle just as 
hard as the lawyers with that definition.
Martin Essex, Managing editor
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MUMBAI, INDIA

The Mumbai High Court has upheld India-
based Natco Pharma’s compulsory licence on 
Bayer’s kidney cancer drug Nexavar (sorafenib).

It is the second time Bayer has lost an appeal 
against Natco’s compulsory licence on Nexavar. 
The compulsory licence allows Natco to make 
and sell a generic version of Nexavar before 
Bayer’s patent on the drug expires. So far it is the 
only compulsory licence to be issued in India.

The Indian Controller of Patents granted Natco 
the compulsory licence in March 2012, finding 

Bayer loses another Nexavar compulsory licence appeal in India

Patent box key to AbbVie takeover bid for Shire

that Bayer had not made the drug available at a 
reasonable price in India.

Bayer charges 280,000 rupees ($4,650) for a 
month’s supply of Nexavar, while Natco can 
sell the same number of doses for 8,800 rupees 
($146) a month.

Under the licence terms, Natco was required 
to pay Bayer a six percent royalty.

In September 2012, Bayer sought to have the 
compulsory licence revoked, but the Indian 
Intellectual Property Appellate Board (IPAB) 
rejected its appeal the following March. Bayer 

CHICAGO, US

The UK government’s ‘patent box’ tax break 
was a key factor behind the multi-billion 
pound cash-plus-shares takeover bid for 
the Irish-headquartered global specialty 
biopharmaceutical company Shire by 
US-based drugs company AbbVie.

The deal was nearing completion after Shire 
board members said on July 14 that they 
would be willing to recommend AbbVie’s 
latest offer, worth £31 billion ($53 billion), 
to Shire shareholders.

Under the latest proposal AbbVie would 
pay £53.20 ($91.20) per share following 
demands from Shire for an improvement 
on its previous approach. Shire has its tax 
base in Ireland and is managed from the US, 
where it has most of its sales.

But Chicago-based AbbVie, which had a 
few days to confirm the offer, planned to 
move its domicile to the UK if the deal were 
completed so that it could profit from the 
patent box.

The scheme allows innovations to be taxed 
at 10 percent, instead of the standard rate of 
23 percent, and has prompted speculation 
that multinationals will be diverted away 
from other countries to the UK.

In April, LSIPR’s sister publication WIPR 
reported that Barry Heavey, head of 
life sciences at IDA Ireland, the agency 
responsible for industrial development 
there, said it was keeping a “watching brief ” 
on developments.

At the time, he was referring to 

pharmaceutical company GlaxoSmithKline’s 
intended €500 million (£680 million) 
investment in research facilities in Scotland, 
which had been linked to the patent box. 
Heavey said it was a “significant” win.

“We’re keeping a watching brief on this but so 
far this is the only significant project that has 
gone elsewhere as a direct result of the patent 
box,” Heavey told the Irish Independent.

Implemented by the UK Treasury, the patent 
box has provided €367 million ($500 million) 
in tax breaks since it was introduced last 
year. Ireland’s own version of the scheme, 
implemented five years ago, has provided €205 
million ($279 million) in tax relief on new 
patent applications.

Under the revised AbbVie proposal, Shire 
shareholders would own approximately 

25 percent of the new combined company.

“The board of Shire has indicated to AbbVie 
that it would be willing to recommend an 
offer at the level of the revised proposal to 
Shire shareholders subject to satisfactory 
resolution of the other terms of the offer,” a 
Shire spokesperson said in a statement. 

“Accordingly, the board is in detailed 
discussions with AbbVie in relation to these 
terms. There can be no certainty that any 
firm offer will be made,” the spokesperson 
added.

Earlier this year, UK drugs company 
AstraZeneca fought off a takeover bid worth 
£69 billion ($118 billion) from its US rival 
Pfizer, in which a UK domicile was said to 
be an important factor because of the patent 
box scheme. n
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appealed to the Mumbai High Court last 
October.

In a statement, Natco said that it was pleased 
with the Mumbai High Court’s decision to 
uphold the IPAB’s decision.

Bayer told LSIPR in a statement: “We are 
disappointed by the decision of the High Court. 
We will continue to defend our intellectual 
property rights and appeal this decision.”

According to pharma industry news website 
FiercePharma, Nexavar generated sales of  
$1 billion in 2012. n
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Teva acquires Labrys
Teva Pharmaceutical Industries has 
announced the acquisition of US 
pharmaceutical company Labrys.

Teva will add to its portfolio of migraine 
treatment products with the acquisition 
of the LBR-101 antibody that can be 
used in the treatment of chronic and 
episodic migraines.

It is currently in Phase II of trials.

Michael Hayden, Teva’s president of 
global R&D, said: “We are pleased to 
finalise this acquisition. It’s an exciting 
opportunity to develop a much-needed 
treatment option for people suffering 
from the impact of chronic and 
episodic migraine.”

European Commission 
fines Servier €427m
The European Commission (EC) has 
handed pharmaceutical company 
Servier a €427 million ($574 million) 
fine after it agreed a series of patent 
agreements with the intention to halt or 
delay generic versions of its Coversyl 
Arginine (perindopril arginine) blood 
pressure drug from entering the 
market.

Along with five other pharmaceutical 
companies—Unichem, and its UK 
subsidiary Niche, Krka, Matrix and 
Lupin—Servier has been fined for 
a series of deals between 2005 
and 2007. Joaquín Almunia, EC 
vice president, said: “Servier had a 
strategy to systematically buy out 
any competitive threats to make sure 
they stayed out of the market. Such 
behaviour is clearly anti-competitive 
and abusive.”

IN	BRIEF

LONDON, UK

The English High Court has dismissed 
an application by Eli Lilly to stop Human 
Genome Sciences (HGS) from receiving a 
supplementary protection certificate (SPC) 
based on a marketing authorisation Lilly may 
receive for a new drug.

HGS, now owned by GlaxoSmithKline (GSK), 
holds European Patent 0 939 804, which covers 
the protein neutrokine-α and the antibodies 
that bind to it. According to the judgment, many 
thousands of antibodies bind to neutrokine-α.

GSK’s lupus drug Benlysta is formulated with 
neutrokine-α antibody belimumab. Lilly sought 
to make a new drug with another antibody that 
binds to the protein, called tabalumab.

In 2012, Lilly asked the English High Court for a 
declaration that any SPC that might be granted 
to HGS in respect of its ‘804 patent based on 
Lilly’s marketing authorisation would be invalid.

The case was referred to the Court of Justice of 
the EU, which in December last year issued an 
opinion on how to define antibodies in patent 
claims, and came back to Justice Warren for 
hearings in May and June.

Warren said in the opinion that there is no 
doubt that tabalumab is an antibody that binds 
to neutrokine-α, and that claim 13 in HGS’s 
patent relates to Lilly’s antibody “implicitly but 
necessarily and specifically”.

Therefore, Lilly’s application for a declaration 
fails, he said.

Edward Oates, a partner at Carpmaels & Ransford LLP 
in London, said: “If a company is early in developing 
a new technology, in this case antibodies against 
neutrokine-α, it will often claim that technology 
broadly, which means that subsequent developments 
by other companies may fall within the scope of the 
broad claims given to the first company.

“Lilly was developing tabalumab which, along 
with HGS’s antibody, belimumab, was within 
the scope of the patent.”

Lilly has several options following the case 
outcome, he said. “It could decide to suspend 
the project, or at least delay marketing until the 
relevant IP has expired. Or it could go ahead and 
maybe negotiate a licence from GSK. It may also 
appeal, and of course might eventually prevail.”

He added: “This is a more liberal application of 
SPC law, in terms of being generous to the SPC 
holder, than we’ve seen recently from some 
offices in other countries.”

A spokesperson for Lilly said that it was 
disappointed with the judgment and that it is 
seeking to appeal against the decision.

GSK told LSIPR that as the decision is under 
appeal, it could not comment further. n

Court denies Lilly’s application to block 
GSK SPC
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NEW JERSEY, US

The US District Court for the District of 
New Jersey has granted Mylan its motion 
for a permanent injunction against GSK’s 
Paroxetine CR.

Paroxetine CR is a generic version of 
GSK’s antidepressant Paxil CR (paroxetine 
hydrochloride).

The court ordered that GSK may not supply 
the product to generic drug company Apotex, 
which had been marketing Paroxetine CR in 
the US as an authorised generic.

It also allowed Mylan to determine the 
amount of additional damages it had 
suffered since September 30, 2013 as a 
result of GSK’s breach.

Mylan had been awarded $106 million in 
damages in a settlement related to the case 
in March 2014.

According to a statement by Mylan, it is 
the only company to have successfully 
developed a generic version of Paxil that 
has been approved by the US Food and Drug 
Administration. n

Mylan lands injunction against  
GSK’s Paroxetine
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Baxter expands with 
takeover of AesRx
Pharmaceutical company Baxter 
International has announced the 
acquisition of AesRx LLC.

As part of the deal, Baxter will take 
over the rights to the development 
and marketing of Aes-103, which is 
currently in Phase II of clinical trials.

Aes-103 is a prophylactic treatment 
for sickle cell diseases. It binds to 
haemoglobin and increases the rate 
of oxygen stabilising, reducing the 
sickling of red blood cells.

Ludwig Hantson, president of Baxter 
BioScience said: “With this acquisition, 
we gain a compound that has the 
potential to address an extremely 
high unmet clinical need in a 
community with inadequate treatment 
options and no recent major clinical 
developments.”

Pfizer acquires InnoPharma
Pfizer has announced it has acquired 
InnoPharma after an initial payment of 
$225 million.

Additional payments of $135 million 
will be made throughout the year to 
the company.

Established in 2005, InnoPharma has 
a portfolio of ten generic products that 
have been approved by the US Food 
and Drug Administration. 

John Young, group president of Pfizer 
Global Established Pharma, said: 
“InnoPharma’s technical capabilities 
in bringing complex generics to 
market, coupled with its strong talent 
and product pipeline, build on our 
efforts to develop and commercialise 
critically important medicines for the 
patients who need them.”

IN	BRIEF
LONDON, UK

Justice Arnold of the English High Court 
has decided to reverse a previous decision 
and grant Pfizer subsidiary Pharmacia its 
application to stay Actavis’s patent revocation 
action against it.

Seeking to launch a sustained release 
pramipexole product for the treatment of 
Parkinson’s disease, Actavis filed to revoke 
Pharmacia’s patent covering the drug for lack 
of novelty.

Pharmacia applied to stay the action until the 
European Patent Office (EPO) had determined 
the patent’s validity. Actavis argued that the 
English proceedings would be concluded 
much earlier than the EPO’s proceedings, 
creating a degree of commercial uncertainty, 
and so the stay should be refused.

On July 11, Arnold agreed. However, a 
renewed application filed by Pharmacia on 
July 23 changed his mind.

The key consideration was the length of time 
it would take for the EPO proceedings to be 
resolved, he said.

While the undertakings Pharmacia offered at 
the time largely eliminated the commercial 
uncertainty to Actavis during the period of 
the stay, they did not address the uncertainty 
caused by the prospect that Actavis might be 
removed from the market by an injunction, 
requiring it to pay damages, he said.

DELAWARE, US

French pharmaceutical company Sanofi has 
sued Eli Lilly for infringing seven patents 
that cover its blockbuster diabetes drug 
Lantus (insulin glargine).

Eli Lilly had filed a New Drug Application with 
the US Food and Drug Administration for 
approval to make and sell an insulin glargine 
product for injection, called Abasria.

Sanofi’s Lantus is the world’s biggest selling 
diabetes drug, and generated sales of $7.8 
billion in 2013. It is due to lose patent 
protection in February next year.

In the case, filed on July 7 at the US District 
Court for the District of Delaware, Sanofi 
argued that Eli Lilly’s generic product 

He decided that the additional undertakings 
meet that point, and “accordingly do 
substantially eliminate the commercial 
uncertainty to which Actavis will be exposed 
in the [UK] as a result of a stay.”

Arnold added: “Taking all of the factors set out 
in the judgment into consideration, it seems to 
me that the overall balance now comes down 
in favour of the grant of a stay.”

Actavis continues to resist a stay, arguing that 
an early decision from the High Court would 
remove the commercial uncertainty caused by 
the patent at issue. n

infringes patents that cover insulin 
preparations and the devices used to 
administer them in the Lantus product.

It asked for judgment that Eli Lilly has 
infringed each of the seven patents, and 
for a preliminary injunction enjoining Lilly 
from selling its rival product in the US.

In January, Sanofi filed a similar case against 
Eli Lilly in relation to the same product, but 
with a narrower scope.

A spokesperson for Eli Lilly said: “We are 
reviewing the lawsuit, however, Lilly does 
not believe the application infringes any of 
the asserted patents.”

Sanofi did not respond immediately to a 
request for comment. n

Justice Arnold U-turns on Pharmacia case
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Sanofi sues Lilly to halt Lantus biosimilar
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Former Pfizer executive 
elected to Alnylam board
US-based pharmaceutical company 
Alnylam has confirmed the election of 
Amy Schulman to its board of directors. 

Schulman joined Pfizer in 2008, where 
she worked as general counsel. Prior to 
that she was a partner at DLA Piper. 

She said: “I am excited to join the board 
of Alnylam, a first-in-class innovation-
based biotechnology company, and a 
pioneer in advancing an entirely new 
class of high impact medicines with 
RNAi therapeutics.”

John Maraganore, chief executive of 
Alnylam, said: “Amy is a recognised 
leader in the development and growth 
of global pharmaceutical businesses, 
and she will bring this expertise to our 
board as we continue to build Alnylam.”

IN	BRIEF
VIRGINIA, US

Pfizer is facing three class actions that allege 
the pharmaceutical company improperly 
obtained a patent covering its arthritis drug 
Celebrex (celecoxib) and used it to force 
generic drug makers into settlements that 
delay their entry into the market, legal news 
website Law360 has reported.

The plaintiffs are direct Celebrex purchaser 
American Sales Company, and two employee 
benefit plan administrators representing 
end-payers: the AFSCME Health and Welfare 
Fund and the United Food and Commercial 
Workers Unions and Employers Midwest 
Health and Pensions Funds.

The cases were filed at the US District Court for 
the District of Virginia between July 1 and July 3.

A spokesperson for Pfizer told LSIPR: “Pfizer 
is confident that the procurement and 
enforcement of its Celebrex patents were at all 
times proper and lawful. The patent settlements 

in question involved no ‘reverse payment’ and 
were submitted, as required, to the FTC [Federal 
Trade Commission]. Pfizer believes this lawsuit 
has no merit and should be dismissed.”

Pfizer was accused of anti-competitive 
behaviour earlier this year, when in February 
Australia’s antitrust regulator said the 
pharmaceutical company’s Australian arm 
was abusing its power by offering pharmacies 
discounts and rebates on its blockbuster 
drug Lipitor (atorvastatin) if they bought a 
12-month supply.

It had started making these offers as the main 
patent covering the drug expired in 2012. n

Pfizer facing three Celebrex antitrust cases
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LONDON, UK

German medical device company Occlutech 
has successfully defeated US-based AGA 
Medical Corporation after the English High 
Court declared a patent AGA was trying to 
assert invalid.

Issuing the initial lawsuit, AGA claimed that 
Occlutech UK had infringed its patent by 
selling devices used to seal holes in the heart.

The patent, European Patent number 
0  957  773, was used for “occluding defects 
in the atrial septum of the heart,” according 
to the judgment, and was used by AGA in 
its Amplatzer device, invented by Dr Kurt 
Amplatz.

Occlutech filed a counterclaim calling for the 
patent to be revoked.

In the judgment, issued on July 22, the court 

accepted Occlutech’s claims and determined 
that AGA had previously disclosed the patented 
invention in non-confidential clinical trials at a 
hospital in Bratislava, Slovakia.

The court also found that the differences between 
a prototype of the patented device, which was 
disclosed at a medical conference, and the final 
invention, did not involve inventive step.

As a result, the invention failed to meet the 
criteria for patent protection and was deemed to 
be obvious, the court said.

The same patent was previously revoked by the 
Opposition Division at the EPO but that decision 
is under appeal.

Tor Peters, chief executive at Occlutech, said 
the company was “very happy” to receive 
confirmation that it was not infringing any issued 
and valid patent held by a competitor.

“Our aim is to develop superior, patented, life-

saving implants that make a difference to 
physicians and patients and we look forward to 
move this process forward,” Peters said.

The case was the second judgment in the UK 
involving the parties.

In 2009, the High Court ruled that another 
AGA patent, UK number 808,138, was valid 
and had not been infringed by Occlutech.

The Court of Appeal dismissed AGA’s appeal 
against the ruling the following year.

Gregor Grant of Marks & Clerk Solicitors 
LLP, which represented Occlutech in 
both cases, said: “We and Occlutech are 
delighted to have succeeded again in patent 
proceedings brought by AGA.

“The Occlutech devices that AGA claimed 
to infringe its patent are well-received by 
clinicians and will continue to be available to 
the medical profession in the UK.” n

Occlutech defeats AGA in ‘hole in heart’ patent case
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VIRGINIA, US

Johnson & Johnson’s senior vice president of 
IP, Phil Johnson, may be out of the running for 
the top job at the US Patent and Trademark 
Office (USPTO) as the Obama administration 
reconsiders its choice for the role, insiders 
have told The Wall Street Journal.

It has emerged that Johnson had been 
nominated as the USPTO’s new director, a role 
that has not been permanently occupied since 

J&J IP boss out of race for USPTO top job
former director David Kappos left the post in 
January 2013.

However, many questioned the administration’s 
choice. The White House has championed 
patent reform to curb frivolous litigation 
by non-practising entities, but Johnson has 
publicly opposed reform as a representative of 
the Coalition for 21st Century Patent Reform.

“We needed somebody who understood that 
the patent trolls, which are hurting so many 
tech startups, had to be reined in, and Mr 

Johnson was unsympathetic to that viewpoint,” 
US Senator Charles Schumer told The Wall 
Street Journal in an emailed statement. n

GENEVA, SWITZERLAND

The Medicines Patent Pool (MPP) has 
announced seven new sub-licensing agreements 
to make generic HIV medicines atazanavir 
(ATV) and dolutegravir (DTG).

It has signed manufacturing agreements with 
Chinese generic pharmaceutical company 
Desano, as well as Cipla, Mylan and Micro Labs, 
and extended its collaborations with Aurobindo, 
Laurus Labs and Emcure.

The United Nations-backed MPP negotiates 
patent licences to speed up access to generic 
versions of much-needed HIV treatments in 
developing countries. So far, ten generic drug 
makers have licensed from the organisation.

MPP signs licences to increase access to HIV drugs
Established in 2010, the MPP has signed 
agreements with Bristol Myers-Squibb, Gilead, 
Roche, the US National Institutes of Health and 
ViiV Healthcare for eight antiretroviral drugs 
and one medicine for an HIV opportunistic 
infection, an infection that takes advantage of the 
HIV sufferer’s weakened immune system.

“With licences signed today, four new 
manufacturers are joining us to speed the 
availability of crucial medicines, ATV and DTG, 
to developing countries. This almost doubles our 
network of generic partners to ten companies,” 
said MPP’s executive director Greg Perry.

“Increased generic competition will ultimately 
bring prices down and increase availability to 
allow national treatment programmes to treat 

many more people in their countries.”

Jinliang Li, vice president of Desano, said: 
“Desano is honoured to be the first Chinese 
enterprise cooperating with MPP to manufacture 
high quality and affordable HIV medicines.

“We are ready to contribute additional efforts 
from China to the global fight against AIDS.”

In a statement, the MPP said that increasing 
access to second-line treatments for HIV is 
crucial as people living with the disease are 
becoming resistant to first-line therapies.

“The WHO estimates there will be more than 
one million people on second-line treatment by 
2016 and many more will need access to these 
new medicines,” it said. n
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Steptoe & Johnson adds 
litigator
Steptoe & Johnson LLP has added to its 
IP team with the appointment of patent 
litigator John Molenda.

Molenda will be co-chair of Steptoe’s 
healthcare and life sciences team and 
will work from the firm’s New York office.

He has litigated at district court 
and appellate levels, as well as in 
post-grant proceedings before the 
USPTO. His specialist areas include 
biotherapeutics, pharmaceuticals and 
medical devices.

Welcoming Molenda, Phil West, chair of 
Steptoe & Johnson LLP, said the arrival 
would enhance the current team of life 
sciences patent lawyers and litigators 
and spearhead the growth of the IP 
practice in New York.

IN	BRIEF
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MINDIANAPOLIS, US

A 17 percent fall in Eli Lilly’s second-quarter 
revenue to $4.94 billion, reported on July 
24, was driven by the expiry of US patents 
covering antidepressant Cymbalta (duloxetine 
hydrochloride) and osteoporosis drug Evista 
(raloxifene hydrochloride), the company said.

Lilly’s second-quarter earnings were $733 
million, down 39 percent from the same 
quarter last year.

The company lost US patent exclusivity on 
Cymbalta on December 11 last year. Since then, 
several generic drug makers including Teva, 
Sun Pharma and Dr. Reddy’s have launched 
their own copies of the drug in the US.

This competition has been reflected in the 
figures: US sales of Cymbalta fell by 91 percent 
from the second quarter of 2013 to the same 
period in 2014.

Four patents covering Evista expired on March 
2. A 72 percent decline in US sales followed.

“Lilly’s second-quarter results reflect a 
substantial decline in revenue and earnings 
resulting from recent patent expirations,” said 
Lilly’s chairman, president and chief executive 
John Lechleiter.

However, Lilly said it expects growth from 
its portfolio of products including Humalog, 
Cialis and Alimta to offset its revenue declines.

In 2013, Cymbalta was one of the world’s 
biggest selling drugs, generating worldwide 
sales of $5.08 billion. Evista sales totalled 
$1.05 billion. n

Patent expiries take chunk out of Lilly’s profits
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HOW TO FORTIFY 
YOUR INNOVATIONS, IDEAS 
AND TRADEMARKS

Innovations, models and trademarks are a valuable asset in any business. They enhance a company’s 

distinguishing capacity, boost its impact, strengthen its competitive position and make it more attractive to 

investors. Therefore, there is every reason to give Intellectual Property a prominent place in your business 

strategy. We can support you by protecting and enriching your innovations, models and trademarks, 

thanks to our extensive range of services and the expertise of our trademark, design and patent specialists 

who find solutions where others don’t. We are the largest consultancy in Intellectual Property in the 

Netherlands and one of the most pioneering firms in Europe. If you would like to know more, visit www.nlo.nl
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MedImmune and Avdaxis 
enter new partnership
MedImmune, a subsidiary of 
AstraZeneca, has announced it will enter 
a new partnership with Advaxis in a 
clinical trial of cancer immunotherapies.

The trial will determine whether the 
combination of MedImmune’s MEDI4736 
drug, which is designed to halt tumour 
evading tactics, with Advaxis’s ADXS-
HPV drug, 

Phase I of the trial will determine what 
the recommended dosage of MEDI4736 
is and Phase II will assess the safety of 
the combination.

Under the terms of agreement, Advaxis 
will fund and conduct the research at its 
own locations.

Stites & Harbison 
welcomes two
Tennessee-based law firm Stites & 
Harbison PLLC has expanded its IP and 
technology practice with the hire of life 
sciences specialists Kelly Hollowell and 
Justin McNaughton. Both lawyers join 
the firm as partners from Waller Lansden 
Dortch & Davis LLP.

Hollowell is a patent attorney and 
scientist who sat on a joint subcommittee 
to study stem cell research and medical 
ethics for the Virginia General Assembly 
for three years.

McNaughton’s practice, while focusing 
on life sciences, also includes software 
and technology licensing. He works with 
technology companies to develop their 
IP portfolios.

Hollowell said that she and McNaughton 
were “very excited” to join the firm.

IN	BRIEF

!

SYDNEY, AUSTRALIA

Australian biotechnology company NeuClone 
has signed an agreement with vaccine maker 
the Serum Institute of India to manufacture 
and supply ten biosimilar monoclonal 
antibody drugs around the world.

The products they provide will treat 
diseases including cancer and autoimmune 
disorders.

Under the agreement, NeuClone will use 
its patented NeuMAX cell line technology 
to generate the products, while the Serum 
Institute, the world’s largest producer of 
measles and DTP (diphtheria, tetanus and 
pertussis) vaccines, will leverage its large-
scale manufacturing capabilities.

“After several years of technology 
development and building our team expertise, 

NeuClone is very pleased to launch this 
multi-product co-development programme 
with Serum Institute,” said Noelle Sunstrom, 
NeuClone’s founder and chief executive.

The parties have split the partnering and licence 
opportunities. NeuClone will retain a licence to 
the jointly developed biosimilars, and is looking 
for partners to market the products in North 
America, Europe and South East Asia.

The Serum Institute holds an exclusive 
licence for marketing and selling the 
products to the rest of the world, via its 
existing marketing and distribution network 
that covers 140 countries.

A C Poonawalla, the Serum Institute’s chief 
executive, said that the company plans to 
develop biosimilar monoclonal antibodies 
at an “extremely affordable cost” through 
the collaboration. n 

NeuClone and Serum Institute 
collaborate on biosimilars
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OTTAWA, CANADA

The Canadian government has responded to 
Eli Lilly’s complaint that recent decisions to 
invalidate two Lilly patents violated the North 
American Free Trade Agreement (NAFTA), 
saying that Lilly’s challenge is “wholly without 
merit”, and should be dismissed.

Last September, Lilly issued a Notice of 
Arbitration against Canada, alleging that recent 
court decisions that invalidated patents covering 
its lucrative Zyprexa (olanzapine) and Strattera 
(atomoxetine) drugs breached NAFTA terms.

Zyprexa is used in the treatment of 
schizophrenia, and Strattera is used to treat 
attention deficit hyperactivity disorder.

It claimed that the decisions violated Chapter 
11 of NAFTA, which seeks to protect foreign 
investors, and sought CDN $500 million ($465 
million) in damages.

In a statement dated June 30, the Canadian 
government described Lilly as a “disappointed 
litigant”, and said that its arguments were based 
on “misstatements of the content of Canadian 
law and of Canada’s international obligations.”

It added: “Its claim is wholly without merit 
and should be dismissed, with full costs to 
Canada.”

A spokesperson for Lilly told LSIPR that it 
would not comment on the specifics of the legal 
arguments being presented by either party to 
the arbitration, but added: “Lilly’s losses stem 
from the application in Canada of unique and 
burdensome patent utility standards which 
are inconsistent with international norms and 
Canada’s treaty obligations.

“Nothing in Canada’s Statement of Defense 
changes our view that Canada has violated 
its international obligations under NAFTA 
Chapter 11.”

In 2013, Lilly’s chief executive John Lechleiter 
told The Globe and Mail that recent Canadian 
court rulings favouring generic drug makers had 
cost the company more than CDN $1 billion 
($930 million) in revenue, and was driving the 
company out of Canada. He added that the 
company was forced to cut about 280 jobs. n

Canada responds to Lilly’s NAFTA complaint
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Bingham boosts life 
sciences practice
Patent counselling specialist Mark 
Hayman has joined Bingham 
McCutchen LLP’s Boston office as a 
partner.

Hayman joins the firm’s corporate 
practice group from Cooley LLP. His 
team focuses on patent counselling, 
procurement and licensing in the life 
sciences industry.

“With the continued growth of 
the life sciences industry, Mark’s 
arrival at Bingham underscores our 
commitment to providing clients with 
comprehensive leading services in 
this sector,” said Jack Concannon, 
co-leader of Bingham’s life sciences 
practice, who is also based in Boston.

Josh Dalton, co-managing partner 
of Bingham’s Boston office and a 
member of the IP group, said that 
Hayman and his team would allow the 
firm to deepen ties with the Boston 
area life sciences community.

Indian commerce secretary 
reaches out to Japan
The commerce secretary of India has 
sought cooperation with the Japanese 
pharmaceutical sector.

Speaking at July’s 27th International 
Pharmaceutical R&D and 
Manufacturing Conference in Tokyo, 
India’s commerce secretary for the 
Ministry of Commerce and Industry 
Shri Rajeev Kher said: “India is 
doing cutting-edge work in biologics 
and biotechnology as well as 
nanotechnology.”

He added: “India figures among the 
top three countries” in the world for 
research and development spending in 
the pharmaceutical sector.

Kher cited the evidence that Indian 
medicine is top quality because it 
regularly meets the strict regulations of 
the EU and US markets.

He concluded: “There is a win-win 
possibility for both India and Japan in 
pharma cooperation” in his keynote 
speech to the conference.

IN	BRIEF

NEW YORK, US

The expiration of US pharmaceutical 
company Pfizer’s patent for Viagra in many 
European countries was a contributing 
factor to the drop in revenue that it reported 
on July 29 when releasing its second-quarter 
earnings data.

The company’s revenue dipped to $12.8 
billion but beat analysts’ predictions.  

Sales of its erectile dysfunction drug Viagra 
fell by 28 percent outside the US.

In a statement, the New-York based 
company blamed the decrease on the 
expiration of the patent for Viagra in “most 
major European markets”.

In June last year, WIPR reported that a 
patent related to sildenafil, the compound 
found in the drug, had expired in several 

European countries including France and 
the UK.

The news prompted speculation that around 
20 manufacturers were planning to market 
their own versions of the drug.

In a statement, Pfizer said the decrease was 
“primarily due to the loss of exclusivity 
and subsequent launch of multi-source 
generic competition” for Viagra, as well 
as Alzheimer’s treatment drug Aricept in 
Canada and Detrol LA in the US, used to 
help treat bladder conditions.

Despite the setback, Ian Read, Pfizer’s chief 
executive, said he was pleased with its 
operating performance to date.

“Our recently launched products continued 
to gain traction during the quarter, while 
our mid and late-stage pipeline continued 
to progress,” Read added. n 

Pfizer profits hit by Viagra patent 
expiration

MARYLAND, US

US officials have accepted an application by 
Novartis to market a biosimilar of Amgen’s 
Neupogen (filgrastim) drug, a move thought to 
be the first of its kind.

The US Food and Drug Administration (US 
FDA) accepted the filing by Novartis generics 
arm Sandoz to market its own version of the 
drug, used to treat patients with low numbers of 
red blood cells.

It is thought to be the first accepted application to 
market a biosimilar since the US introduced laws 
to enable them.

Biosimilars are similar to biological medicines. 
The system for allowing them in the US was 
created by the Biologics Price Competition and 
Innovation Act, implemented in March 2010.

But, according to the PatentDocs website, 
although Sandoz claimed its application was the 
first to be accepted by the FDA, it is not possible 
to be certain because the information is not 
made publicly available by the organisation.

Amgen, known as the reference product sponsor, 
and Sandoz will be required to enter into a series 
of exchanges after acceptance to determine 
which patents will involve litigation.

“It is only after this process is concluded that a 
lawsuit can be filed by the reference product 
sponsor,” the website said.

“This process can take on the order of half a 
year. Therefore, we might not know for sure 
whether the filgrastim application is the first 
such application until sometime early next year”.

Mark McCamish, head of global 
biopharmaceutical and oncology injectables 
development at Sandoz, said the filing 
acceptance represented a “significant step” 
towards making “high-quality biologics more 
accessible” in the US.

“We applaud FDA for its progress in making this 
a reality,” McCamish added.

Sandoz already sells a biosimilar version of the 
drug under the name Zarzio in more than 40 
other countries. n

FDA accepts Sandoz biosimilar application
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In the business of drug development, the 
biggest hurdle to clear is often the jump 
from pre-clinical testing, where the 
drug is screened for safety and efficacy 

in animals, to clinical testing, where it is first 
introduced into a human.

Many drugs fail at this point in their 
development but a serendipitous meeting 
of minds at the University of Virginia has 
presented a new hope for tackling an age-old 
problem.

Working models
HemoShear co-founders Brian Wamhoff, a 
molecular physiologist specialising in animal 
disease function, and Brett Blackman, a 
biomechanical engineer, brought together 
their respective expertise to create a working 
model of a human blood vessel and the 
microenvironment within it in the lab.

Over the next two years, they started generating 
data from their models, eventually finding 
that the information they were receiving was 
consistent with what would be seen in the 
blood vessel of a human being.

“It was pretty shocking to all of our colleagues,” 
says Wamhoff, vice president of research and 
development at HemoShear.

“It was absolutely amazing that we were 
getting this human response on the bench. 
Then in 2007 someone came to us and said: 
‘Do you realise that this is a major problem in 
the pharmaceutical industry?’”

After investing years of research and millions 
of dollars in drug candidates, drug companies 
often find themselves back at square one when 
a new molecule fails in humans after animal 
testing. It’s a painfully common occurrence: 
Wamhoff puts the failure rate at up to 95 
percent.

“We realised that we had something pretty 
special,” he says. “We could recreate human 
biology as well as recreate responses in the 
disease state and start to look at what drugs 
would do before they ever got into humans.”

Recognising the potential of what they had, 
they filed a patent to protect the technology, 
and in 2008 established HemoShear as a 
company in its own right.

Building protection
Wamhoff and Blackman’s novel move was to 
bring the two human cells that make up blood 
vessels together in a context in which they 

15
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HemoShear	creates	
systems	for	predicting	

human	responses	to	
drugs	by	applying	its	

proprietary	technology		
to	human	cells	in	the	

lab	to	make	them	
behave	the	way	they		

would	in vivo.	LSIPR	
found	out	about		

its	strategy	for	
protecting	and	
developing	its	
technologies.
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are used to finding each other. Traditionally, 
researchers would test the cells in isolation, 
Wamhoff explains. “Those two cell types ‘talk’ 
to each other. So if you’re not studying them in 
the same context, you’re not really doing good 
science.”

With some further engineering and assistance 
from their colleagues in radiology, the team 
could calculate the exact blood forces those 
vessels undergo in the human being, then 
transpose them to the cells in the lab.

HemoShear’s founding patent covers the 
vasculature in bringing human cells together. 
Wamhoff says that they filed broadly, and 
secured all the claims. Were they surprised to 
have been granted such wide protection from 
the off?

“In retrospect, no, but at first yes,” he says. 
Their broad patent could only indicate the 
novelty of their technology. “When you take 
two individuals who are very different in 
terms of scientific disciplines, and bring them 
together, beautiful things can happen.”

Wamhoff and Blackman later expanded their 
patent portfolio to include diseased organ 
systems. 

Creating a knowledge base
Using its technology, the HemoShear team has 
tested 195 drugs that failed in clinical trials, 
were safe or unsafe on the market and built 
up a database of human response. Now it can 
screen a drug that has not yet been approved 
or undergone clinical testing to predict 
accurately what the drug will do.

HemoShear has collaborated with drug 
companies including Merck, Eli Lilly and 

Amgen. Each collaboration is an opportunity 
to add to the company’s body of knowledge, 
so HemoShear makes sure to negotiate specific 
agreements with all its partners.

“The companies own their assets,” says 
Wamhoff. Modifications and advances to 
the HemoShear platform are owned by 
HemoShear. 

“With Merck, for example, we developed a 
thrombosis platform around our vascular core 
system that was presented at the American 
Heart Association annual meeting. We own 
these changes to our platform. 

“It takes time, sometimes six months, in each 
of these deals to get them to agree to terms that 
HemoShear gets to keep any changes to the 
technology, regardless of who comes up with 
them,” Wamhoff says.

It’s an important approach to take, allowing 
HemoShear to use any new assays or 
technologies developed in its partnerships 
in its next collaboration. “It’s what has really 
allowed the company to grow and maintain 
our innovation,” says Wamhoff.

Steering the vessel
HemoShear works with pharmaceutical 
companies throughout the research and 
development process, from lead optimisation 
to Phase I and II clinical trials. The more 
collaborations it engages in, the stronger it 
is becoming, and the more it realises which 
therapeutic areas it could specialise in.

“We have targets that we’re identifying on 
our own that could be businesses within 
themselves,” says Wamhoff.

“We’re building a lucrative business with our 
current model, but in very specific therapeutics 
areas so we could make strategic moves to spin 
off drug companies and other assets.”

HemoShear has built and continues to grow  
a network so it can access different kinds of 
human tissue for its research and development. 
It calls it a Bio Repository Network. “We’re 
building an infrastructure, some of it real, 
some of it virtual, that allows us to build any 
disease tissue we want, or to go into a hospital 
and get cells from any patient that our partner 
wants,” Wamhoff says.

“So if a company wants to develop a drug 
in a diabetic liver in a very specific type of 
individual, say 50 to 65 years of age, male, 
African American, with a background of 
hypertension and diabetes, we’re positioning 
ourselves to get cells from those people to 
recreate that liver and then start developing 
drugs.

“The only way you can do that today is if  
you make a rat, or pig, diabetic, and what good 
is that?”

Guiding HemoShear to its next port are its 
board of directors and industry advisers, 
which include John LaMattina, former 
president of research and development at 
Pfizer; Bob Ruffolo, former president of 
R&D at Wyeth Pharmaceuticals; Mehmood 
Khan, vice president and chief scientific 
officer at PepsiCo; and Frederick Brown who, 
Wamhoff says, transformed IBM’s genome 
supercomputer  services from a $500,000 
business to a business line  with a $1 billion to 
$2 billion turnover.

In the next ten years, HemoShear plans 
to develop newtransitional tissue systems, 
for example, recreating human tumours in 
addition to the organs it creates, and leverage 
the technology to treat cancer.

Backed by the brainpower of its board of 
directors and industry advisers, $10 million of 
investment from the US National Institutes of 
Health, through the Small Business Innovation 
Research grant mechanism, and potentially 
slashing the drug development timeline, it 
looks as though HemoShear’s technology 
could deliver personalised therapies fast.

Wamhoff says: “Imagine that: taking primary 
tumours from patients, extracting their cells, 
recreating their tumour biology on the bench, 
understanding what it looks like and how it 
metathesises on the bench, or to the liver, and 
then developing drugs for that liver metathesis. 
It’s very exciting.” n

“Each	collaboration	
is	an	opportunity	to	

add	to	the	company’s	
body	of	knowledge,	

so	HemoShear	makes	
sure	to	negotiate	

specific	agreements	
with	all	its	partners.”
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CASE REPORT

T he English High Court referred 
the case to the Court of Justice 
of the EU (CJEU) after the UK 
Intellectual Property Office 

(UKIPO) refused a patent application by 
International Stem Cell Corporation.

The UKIPO rejected the application as the 
invention disclosed constituted the use of 
human embryos.

Human embryos are a source of stem cells, 
which can be used to create human organs 
and tissues. The use of human embryos for 
industrial purposes is not patentable under 
the European Patent Convention for ethics 
reasons.

International Stem Cell Corporation’s 
application covered a process in which 
unfertilised ova are stimulated to divide and 
reach a stage in development where stem cells 
may be isolated.

The CJEU was posed the question: “Are 
unfertilised human ova whose division and 
further development have been stimulated 
by parthenogenesis, and which, in contrast 
to fertilised ova, contain only pluripotent 
cells and are incapable of developing into 
human beings, included in the term ‘human 
embryos’ in Article 6(2)(c) of Directive 98/44 

Post	Brüstle:		
a new twist
The	Attorney	General	for	
the	Court	of	Justice	of	the	
EU	has	issued	an	opinion	
on	the	meaning	of	the	term	
human	embryos	that	could	
“significantly	restrict”	
the	scope	of	the	Brüstle	
decision	of	2011.
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manipulated” to be capable of developing to 
full term could be interpreted in different 
ways, and he wondered if Villalón should have 
just said “manipulated” instead.

“You can imagine people who are against the 
opinion arguing that point quite strongly,” 
he said.

“It could be argued that the mechanism 
that prevents mammalian parthenotes 
from developing full term (and, therefore, 
the process for removing it) isn’t a genetic 
manipulation but, rather, an epigenetic one,” 
he said, adding that it is possible to alter 
gene expression without altering the identity 
of the genome.

“Alternatively, although it’s hard to imagine 
now, there’s always a possibility that 
people could manipulate parthenotes non-
genetically but still manage to get them to 
develop into a human being, for example by 
providing the embryonic cell types normally 
absent from mammalian parthenotes.”

However, Sanderson wondered if the AG’s 
caveat is redundant in view of the Biotech 
Directive’s explicit prohibition of processes 
for the genetic manipulation of human 
germlines.

He is also concerned that the AG’s opinion 
stressed the view that individual states may 
still prohibit the patenting of parthenotes if 
it is considered to be against public morality, 
potentially resulting in a patchwork of 
litigation and protection across Europe.

All in all however, he said, the AG’s opinion 
appeared in principle well-reasoned and 
sensible. n

on the Legal Protection of Biotechnological 
Inventions?”

The question was almost identical to that 
posed to the CJEU by the Bundespatentgericht, 
the Federal Patent Court of Germany, in 
the Brüstle case of 2011, but technological 
advances since then meant that the Attorney 
General (AG), Pedro Cruz Villalón, provided 
a different opinion.

The AG decided that such ova, or parthenotes, 
should not be included 

in the term ‘human 
embryos’, “as long as 

they are not capable 
of developing into 

a human being and have 
not been genetically manipulated to 

acquire such a capacity”.

Jason Rutt, an executive 
at Rouse in London, 

explained that in 
Brüstle, the court 

defined human 
embryos as including not only 

unfertilised ova, but also “any not fertilised 
ovum whose division and further development 
has been stimulated by parthenogenesis”.

“However, new scientific knowledge, 
specifically the phenomenon of ‘genomic 
imprinting’, states that while an ovum can be 
stimulated to produce all the cell types found 
in a human, in the absence of paternal DNA it 
cannot develop into a human,” Rutt said.

“This position was accepted by all parties, 
but this understanding was not present at the 
time of Brüstle.”

The AG’s decision is not binding but Rutt said 
it could “significantly restrict” the scope of 
Brüstle.

“It’s a calmly rationalised opinion based on 
new knowledge not available at the time 
of Brüstle. It walks a clear line to exclude 
the sci-fi horrors of the abuse of human 
embryos while allowing the use of techniques 
to generate stem cells which may alleviate 
much human misery. It seems a very sensible 
position,” he said.

Andy Sanderson, senior associate at Potter 
Clarkson, said that although a different 
conclusion from that of the Brüstle decision 
was reached, the AG’s rationale for reaching his 
opinion appears consistent with that of Brüstle.

However, he said, the AG’s caveat that 
parthenotes should not have been “genetically 

“The	AG’s	caveat	
that	parthenotes	
should	not	have	

been	‘genetically	
manipulated’	to	be	

capable	of	developing	
to	full	term	could	
be	interpreted	in	

different	ways.”
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DATA RUSH

Since the end of the first era of genome 
sequencing with the conclusion of the 
human genome project, the challenge 
facing the life sciences industry has 

been to apply our understanding to practical 
applications. 

Our growing knowledge of the human genome 
allows us to pinpoint a specific genetic variation 
in a specific patient, which can predict future 
disease, or identify sensitivity to certain drugs. 
We can also optimise genes and proteins for 
particular applications and swap and engineer 
protein domains to open up new uses.

While the markets for certain genomic 
technologies—such as for sequencing 
technology—are already showing levels of 
maturity others, such as synthetic biology, are 
only just starting out. We analysed patent filings 
over the last decade for sequencing technology, 
personalised medicine and synthetic biology 
to examine where innovation is coming from, 
where it’s going and what this can tell us about 
each technology’s markets (see Table 1).

Sequencing technology
A significant number of analytical and 
diagnostic procedures depend on the 
sequencing of the nucleic acids DNA and 
RNA. In addition, personalised medicine, 

forensic science and agriculture all make use of 
sequencing technology. However, it is the subject 
of extensive research in itself, as companies seek 
the so-called “$1,000 genome”.

Analysis of the top filers of patents for sequencing 
technology shows that private companies have 
a significant interest in research in this area. It 
is widely recognised that the two largest players 
in the sequencing technology field are Illumina 
and Life Technologies (now Thermo Fisher 
Scientific). It is unsurprising that they are also 
the most prolific patent filers in our dataset (see 
Table 2).

The rest of the list mainly comprises other private 
companies, with public research institutes and 
universities barely featuring. Meanwhile, smaller 
companies emerging with disruptive technologies 
have begun to appear on the list.

Oxford Nanopore Technologies started 
protecting its innovations with its first patent 
filings in 2009/10. Since then, two patent 
applications were made in 2010/11 and five have 
been published from 2012. Helicos Biosciences, 
another disruptive company, is slightly less 
prolific, having filed patents only in the period 
between 2007 and 2010.

One of the most significant developments is 
the emergence of the Chinese company BGI as 

Gene	patents:		
a	crowded	IP	field

“Analysis	of	the	top	
filers	of	patents	for	

sequencing	technology	
shows	that	private	
companies	have	a	

significant	interest	in	
research	in	this	area.”

a major force in the sequencing field. Analysis 
of patents filed since 2003 shows that in 2007/8 
it began to innovate in this area and since then 
it has amassed at least 20 patent applications 
covering a range of methods and consumables 
for use in sequencing.

Personalised medicine
With many drugs that have been approved 
for patient use effective in treating only small 
proportions of the population, personalised 
medicine has developed to help doctors screen 
patients to ascertain whether they are likely to 
respond favourably to a particular treatment and 
then tailor drug therapies to patients.

Personalised medicine is often regarded as the 

The development of gene technologies is still at a 
relatively early stage, with patent applications coming 
from research institutes and universities as well as 
industry. Gareth Williams has crunched the numbers.
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TABLE 3: TOP FILERS OF PATENTS FROM 
2003 TO 2013 IN THE PERSONALISED 
MEDICINE FIELD

Rank Organisation Patents*
1 National Institutes of Health 304
2 Roche 127
3 University of California 85
4 INSERM 80
5 Johns Hopkins University 81
6 Novartis 72
7 US Department of Health 68
8 Oncotherapy Science 61
9 University of Southern 

California
46

10 Bayer 45
=11 Mayo Foundation 44
=11 Siemens Healthcare 44
13 Amgen 40
14 University of Texas 39
15 Epigenomics 37
16 Merck 36
17 Dana Farber Cancer 

Institute
35

=18 CNRS 31
=18 Janssen Diagnostics 31
=18 Stanford University 31
=21 Ohio State University 30
=21 GSK 30
* One entry per patent family. Data for 2012 and 2013 
incomplete due to 18-month delay in publication after filing

TABLE 1: PATENT FILINGS IN PERSONALISED 
MEDICINE, SEQUENCING TECHNOLOGY 
AND SYNTHETIC BIOLOGY

          No. of patent applications
Year Personalised 

medicine
Sequencing 
technology

Synthetic 
biology

2003 234 62 243
2004 305 69 280
2005 524 86 204
2006 570 79 225
2007 573 72 237
2008 592 83 274
2009 650 108 253
2010 602 93 241
2011 619 142 282
2012 555** 117** 273**
2013 254** 78** 160**
* One entry per patent family 
** Data for 2012 and 2013 incomplete due to 18-month delay 
in publication after filing.

TABLE 2: TOP FILERS OF PATENTS FROM 
2003 TO 2013 IN THE SEQUENCING 
TECHNOLOGY FIELD

Rank Organisation Patents*
1 Illumina 80
2 Life Technologies 70
3 Pacific Biosciences 35
4 Roche 24
5 National Institutes of Health 23
=6 Harvard University 20
=6 Intel 20
=6 BGI-Shenzhen 20
9 Abbott 17
=10 University of California 15
=10 Columbia University 15
=12 Hitachi 13
=12 Stanford University 13
=14 Agilent Technologies 12
=14 Oxford Nanopore 

Technologies
12

=16 Helicos BioSciences 10
=16 Keygene 10
=16 Sequenom 10
* One entry per patent family. Data for 2012 and 2013 
incomplete due to 18-month delay in publication after filing.

TABLE 4: TOP FILERS OF PATENTS 
FROM 2003 TO 2013 IN THE SYNTHETIC 
BIOLOGY FIELD

Rank Organisation Patents*
1 Russian Government 49
2 National Institutes of Health 33
3 Russian Department of 

Science
28

4 University of California 27
5 Bristol-Myers Squibb 25
6 Russian Department of Higher 

Education and Research
24

7 Nanjing University 23
8 Zhejiang University 21
=9 Riken 20
=9 University of Jiangnan 20
11 Tsinghua University 17
12 CNRS 15
=13 Japanese Science and 

Technology Agency
13

=13 Kyoto University 13
=15 Chongqing University 11
=15 Corning 11
=15 US Department of Defense 11
=15 US Department of Energy 11
=19 Beijing University of Science 

and Technology
10

=19 Merck 10
=19 National Science Foundation 10
* One entry per patent family. Data for 2012 and 2013 
incomplete due to 18-month delay in publication after filing.

preserve of public research bodies, given that 
blockbuster drugs—often considered the Holy 
Grail of the pharmaceutical industry—are a 
concept contrary to personalised medicine. Few 
of the largest pharmaceutical companies have 
publicly declared an interest in the area.

This is borne out by analysing the top patent filers 
in the personalised medicine field over the last 
decade (see Table 3). Of the traditional big pharma 
companies, only Roche appears among the top five 
applicants. The largest filer by far is the National 
Institutes of Health (NIH) in the US. While the 
number of patent families applied for by the NIH 
has fallen over recent years, others—notably French 
public organisations Institut National de la Santé et 
de la Recherche Médicale (INSERM) and Centre 
National de la Recherche Scientifique (CNRS)—
have become more active in the field. 

Synthetic biology
Synthetic biology—the engineering of existing 
biological systems, and the creation of new 
systems—is showing real potential not only 
for the life sciences industry, but also for 
industrial uses such as biofuels and materials. 
Although still a young field, it is built upon 
the foundations provided by sequencing 
technology and by genome engineering tools. 
Given the early stage of much research, and 
with commercial opportunities possibly still 
unclear in many sectors, we can expect a 
crowded and uncertain IP field.

The list of top applicants reflects this 
disorientation, particularly at first glance, with the 
top applicants including the Russian Government, 
the Russian Department of Science and the Russian 
Department of Higher Education and Research 
(see Table 4). Similarly, Chinese universities 
and research institutions feature heavily in the 
rankings. Nanjing, Zhejiang, Jiangnan, Tsinghua, 
Chongqing, and Beijing Science and Technology 
Universities all make the top 21. 

However, digging deeper into the data suggests 
that these Chinese and Russian entities do 
not tend to file widely outside their home 
countries, strongly suggesting that they are 
filing applications for reasons other than simply 
protecting technology.

Discounting the Chinese and Russian filings, 
the picture is more similar to other areas of 
technology, with the US and Japan being 
significant sources of innovation. Private 
organisations file relatively few applications. 
This could indicate that the technology is still at 
a relatively early stage, coming primarily from 

research institutes and universities, which would 
mirror the trends we saw in the early days of 
RNA interference technology, when the majority 
of fundamental patents were from public bodies. 

In that case, later developments shifted towards 
companies such as Alnylam, Sylentis and others. 
As synthetic biology technology develops and its 
commercialisation becomes more widespread, we 
expect to see a shift towards private companies. n

Dr Gareth Williams is a European patent attorney 
and partner at Marks & Clerk LLP. He can be 
contacted at: gwilliams@marks-clerk.com
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The District Court of Helsinki gave 
an interesting and rare decision 
this year regarding damages for 
unnecessary interim injunctions in 

a case between Ranbaxy Laboratories Limited, 
Ranbaxy UK Limited and Ranbaxy Pharma AB 
(Ranbaxy) as plaintiffs and Warner-Lambert 
Company LLC and Pfizer Oy (Pfizer) as 
defendants (Decision of the District Court of 
Helsinki L 10/6838, June 4, 2014). Ranbaxy is 
the producer of, inter alia, a medicine competing 
with another named Lipitor, which is produced 
by one of the biggest pharmaceutical companies 
in the world, Pfizer. 

Regarding the Finnish legal system it should be 
noted that while this case was still at the district 
court, all Finnish IP matters were centralised 
at the Market Court as of September 1, 2013. 
Further, Finland will not come under the 
Nordic-Baltic regional division of the Unified 
Patent Court (UPC) but will establish a local 
Finnish division instead. 

A unique feature of Finnish pharmaceutical 
patent litigation has been that it was not possible 
to receive a product patent for pharmaceutical 
products prior to 1995, instead of which 
analogical method patents were granted. The 
concept of the analogical method patent is not 
mentioned in the Finnish Patents Act but in 
the Patent Regulations, where it is characterised 
by the novelty and inventiveness of the end-
product and not the process in itself. 

As chemical compounds can typically be 
manufactured using several different methods, 
it is often possible to make changes to the 
process in order to avoid literal infringement of 
an analogy process patent, and naturally generic 
manufacturers have utilised the possibilities 
generated by this limited scope of protection. 

However, this is not the only reason for the 
relatively steady flow of pharmaceutical litigation 
cases to Finland, as the fast-track process 
offered for generic pricing and reimbursement 
applications presumably also plays an important 
role when deciding whether to enter Finnish 
markets. Whether this trend will continue in 
future under the UPC regime depends on many 
factors, but we argue that it is probable that 
smaller markets will remain the litigation focus 
in the pharmaceutical sector in future.

Background
The case between Ranbaxy and Pfizer centred 
on an interim injunction obtained by Pfizer to 
stop the entry into, and the sale of, Ranbaxy’s 
product in the Finnish market and was related 

to a series of similar proceedings between the same 
parties during the first decade of the 21st century. 
The District Court of Helsinki found that this 
injunction had been obtained unnecessarily and 
estimated that due to the injunction Ranbaxy had 
lost sales worth €35 million ($47 million) between 
2007 and 2009, and thereby profits of as much 
as €16.5 million ($22.2 million), or 47 percent of 
turnover, which Pfizer was ordered to compensate 
it for. 

Ranbaxy had originally claimed damages of €23.3 
million ($31.4 million), while Pfizer would have 
agreed to damages of €330,000 ($444,000). Pfizer 

admitted that the interim injunction had been 
unnecessary, but claimed that there was no causal 
relation to the damage that was claimed to have 
been caused. The causality was, however, agreed 
to by the court, which deemed it was clear that 
Ranbaxy would have entered the market prior to 
2009 without the interim injunction.

Liability for unnecessary interim 
injunctions is strict
The damages awarded were based on the Code on 
Judicial Procedure, stipulating that an applicant 
which has unnecessarily resorted to an interim 

Interim	injunctions	
and	litigation	
strategy		
after  
Ranbaxy  
v Pfizer
Parties	need	to	
take	care	when	
considering	
interim	
injunctions		
and	keep	an	eye	
on	future	IP	
litigation,	says		
Jan	Lindberg.
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injunction shall be liable to compensate the 
opposing party for the damage caused. This 
liability is strict, meaning that it is not possible to 
avoid liability by, for example, providing evidence 
that a party acted without negligence. 

In relation to the general interim measures in 
Chapter 7 Section 3 of the Act, this generally 
requires that either the claim requirement (the 
applicant has a right against the defendant) or 
the danger requirement (there is a danger that 
the opposing party hinders or undermines the 
realisation of the right or decreases its value) 
was lacking when the interim injunction was 
awarded, and/or that the court conducted 

an incorrect evaluation of the 
inconvenience caused by the injunction 
to the opposing party. In this case, 

however, the court did not have to pay 
much attention to this because, as stated 

above, Pfizer had itself admitted that the 
injunction had been unnecessary.

How to estimate damages 
arising from unnecessary 
interim injunctions
As regards the amount of damages, the court 
applied the provision of the same act stipulating 
that if no evidence is available as to the amount of 
damage, or it can be presented only with difficulty, 
the court shall have the power to assess the amount, 
within reason. Pfizer attempted to contest the 
applicability of this section, claiming that Ranbaxy 
had not presented the accounts available. 

The court, however, responded by stating that the 
outcome must be such that the balance between 
the relatively low threshold of evidence imposed 
on the seeker of an interim injunction and the 
liability for damages is maintained. If the threshold 
of evidence imposed was too high, leading to a 
small amount of damages or no damages at all, this 
balance would be lost. 

The court also emphasised the special features of 
the case, stating that where the business has not 
even been started, and thus evidence is almost 
impossible to obtain, it is reasonable that the court 
estimates the damages. At the same time, however, 
the court emphasised the principle of prohibition 
of enrichment, requiring that the party having 
suffered the losses may not enrich itself on the 
basis of the damages. 

When estimating the amount of damages, the 
court took into consideration that the medicine 
in question was very popular and successful; that 
Pfizer had itself estimated that the losses caused 
were at least €35 million and even as much as 

€66 million; that the distributor of Ranbaxy’s 
product, Orion, was a well-established company 
in the Finnish medicine market with a good 
reputation; and that sales prospects for the first 
generic medicine would have been good.  

Analysis and advice for future 
litigants
We consider that the outcome of the decision 
must have been a huge negative surprise for 
Pfizer which, as expected, announced after the 
decision that it would appeal against it. Our 
guess is that the risk of monetary consequences 
might have been incorrectly deemed lower by 
Pfizer due to the fact that it is often quite difficult 
to prove damage and causality. On the other 
hand it is possible that, despite being excessive, 
the damages awarded were less than the profits 
gained by Pfizer as a result of the interim 
injunction. 

As stated above, Ranbaxy’s own estimation was 
that it had suffered damages of €23.3 million, 
based on a turnover of €49 million. In that case, 
the evaluation would naturally be different.

As these cases are fought in various European 
countries, this one should be evaluated from the 
perspective of an overall litigation strategy and 
not focus solely on Finnish law. In comparison, 
even from a pan-Nordic perspective, Kristian 
Fredrikson, an IP litigator at one of the leading 
Swedish law firms, Delphi, comments that 
there are differences: “The Finnish decision is 
certainly an interesting one. I would say that also 
in Sweden such damages for a reversed decision 
on interim injunctions in a final judgment would 
be exceptional.”

He continues that: “It would also be unusual if a 
court found that interim injunctions were sought 
with the intention to cause economic loss, as an 
interim injunction granted on its merits would 
be considered fair if all criteria were met at the 
time and as liability for damages is strict.”

It is in any event clear that the decision needs 
to be carefully evaluated with an eye on future 
IP litigation and strategy. The Finnish decision 
is a strong reminder that there is a real and 
considerable risk if interim injunctions are 
sought without having the merits for a final 
injunction to be secured. n

Jan Lindberg is a partner and attorney at law, 
M.Jur (Oxford), Attorneys at Law Trust Ltd. He 
can be contacted at: Jan.Lindberg@thetrust.fi
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“It	is	possible	that,	
despite	being	excessive,	
the	damages	awarded	
were	less	than	the	
profits	gained	by	
Pfizer	as	a	result	of	the	
interim	injunction.”
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Powell Gilbert is a London-based 
law firm focusing on litigation and 
helping the world’s leading life 
sciences companies defend their 
intellectual property all around  
the globe. 

From biotech to pharma, few law 
firms know life sciences better 
than we do… and we have the 
PhDs to prove it.


