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opportunity knocks
The US Supreme Court’s decision in the Myriad case casts a long shadow. As the 
full ramifications of the ruling begin to emerge, there are some clear winners as 
well as losers.

French company Genomic Vision, which develops genetic screening tests for 
diagnostics and research, has been given a new opportunity by the ruling, to 
potentially enter the previously “closed market” of the US with a new genetic test 
for breast cancer. 

At the moment, the company’s focus is on facioscapulohumeral muscular 
dystrophy, the second-most common form of muscular dystrophy. In partnership 
with US-based Quest Diagnostics, Genomic Vision has developed a genetic test 
for the disease, based on the company’s proprietary molecular combing method. 
The test is undergoing trials at the moment.

In this issue of Life Sciences IP Review, we also take a look at the tricky question 
of the patentability of totipotent stem cells in Europe. Because of ambiguity in the 
EU Biotech Directive, and a lack of clarity in practice, applicants would be well 
advised to establish multiple embodiments in the patent specification, to cover all 
the bases and provide the best chance of patentability. 

In the US, several states are currently attempting to pass biosimilars legislation; 
but in California, governor Jerry Brown vetoed such a bill. As we discover, the 
key to progress is for the US Food and Drugs Administration to finalise its long-
awaited standards for biosimilar interchangeability. When that happens, it will 
provide an important boost to the US biotech industry. 

Peter Scott, Managing editor
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london, uk

Mr Justice Arnold has refused to recuse 
himself from a patent trial after he was accused 
of being conflicted by an expert witness.

Generic company Resolution Chemicals is 
trying to revoke a supplementary protection 
certificate (SPC) for escitalopram (a treatment 
for anxiety) that is held by pharmaceutical 
company Lundbeck. Resolution says the 
underlying patent is invalid.

Arnold is set to hear an eight-day trial at the 
England & Wales High Court, starting on the 
“earliest possible” date after November 11, 
2013, according to court documents.

But last month Lundbeck asked Arnold to 
recuse himself because his past connection 
with a witness, organic chemist Jack Baldwin, 
gave rise to a possibility of bias. Baldwin 
taught at Oxford University when Arnold 
studied natural sciences there.

In an order published on October 22, Arnold 
considered whether the “fair-minded and 
informed observer” would conclude that 
there was a real possibility of him being 
“subconsciously biased” when assessing 
Baldwin’s evidence, due to their association.

He assessed several factors, including the 
nature and extent of their connection.

“Prof Baldwin supervised, but not closely, 
a research project lasting less than a year 
which I conducted as a compulsory part of 
my degree course. This research led to the 
publication of a short paper in the joint names 
of Prof Baldwin, Dr Ziegler and myself; but I 
was not involved in writing or submitting the 
paper and most of the work it reported was 
carried out by Dr Ziegler.”

He added that while Baldwin once had “some 
measure of authority over me” 30 years ago, 
now, as “a judge assessing a witness, I would 
have a considerable measure of authority over 
Prof Baldwin”.

Arnold said after giving “anxious consideration” 
to questions about his impartiality, he was in 
“no doubt that the fair-minded and informed 
observer would not conclude” that there was a 
real possibility of bias.

It is very rare for parties to ask a judge to recuse 
him or herself in patent cases.

Asked whether he thought Lundbeck had a 
legitimate grievance, Suleman Ali, attorney 
at law firm K2 in London, said it was not 
unreasonable for the company to make the 
request. 

“In UK patent cases experts are very important, 
and will often determine how the case is 
decided. The judge has to decide between the 

expert of one side, versus the expert of the 
other side. Even though the case should be 
decided based on what the expert says, rather 
than who he or she is, inevitably the judge has 
to make a decision about their credibility, and 
so knowing the expert in some capacity may 
influence that.”

Having been faced with the “unenviable task” 
of deciding whether or not to recuse himself, 
Arnold had made the right call, said Nicole 
Jadeja, senior associate at IP law firm Rouse.

She added: “It is interesting to note, as Mr 
Arnold comments, that judges often know 
the barristers on one, or both, sides and also 
the instructing solicitors. They may even 
have worked with these people in the past. 
Fundamentally, we have to have confidence 
in our judges.”

The case, which will now proceed to trial, will 
be an interesting one to watch, Jadeja said.

“Lundbeck’s patent has already been 
litigated in the English courts all the way to 
the House of Lords (where it was held valid) 
and has also been held valid in Australia, 
Belgium, Canada, France, Germany, 
Hungary and the US. 

“Lundbeck is probably frustrated at having 
another fight,” she said. n

london, uk

UK-based pharmaceutical company 
AstraZeneca announced on October 15 that 
its biologics R&D subsidiary MedImmune had 
acquired cancer drug maker Spirogen.

Spirogen develops small molecules and 
DNA sequence targeted agents in its cancer 
treatments.

The deal strengthens AstraZeneca’s oncology 
portfolio, which it described as a “core therapy 
area”, with MedImmune developing a portfolio 
focused on two areas, antibody-drug conjugates 
and immune-mediated cancer therapy.

Antibody-drug conjugates are potent cancer 
drug technologies that offer selective targeting 
of cancer cells.

Spirogen’s pyrrolobenzodiazepine technology 
allows targeted delivery of cancer drugs to 

tumour cells by attaching a highly potent 
cytotoxic agent, or ‘warhead’, to cancer-targeting 
antibodies using biodegradable ‘linkers’. This 
method of drug delivery minimises toxicity to 
the patient.

MedImmune will acquire 100 percent of Spirogen’s 
shares for $200 million, which could rise to $240 
million depending on the companies reaching 
“predetermined development milestones”.

MedImmune has also agreed with Swiss drug 
development company ADC Therapeutics to 
develop two of ADC’s antibody-drug conjugate 
programmes. It will make an equity investment 
with ADC, which has an existing licensing 
agreement with Spirogen.

“The … technologies developed by Spirogen and 
ADC Therapeutics complement MedImmune’s 
innovative antibody engineering capabilities, 
enabling us to accelerate antibody-drug 

astraZeneca adds to cancer drug portfolio

conjugates into the clinic,” said executive vice 
president of MedImmune Bahija Jallal.

Chris Martin, chief executive of Spirogen, said: 
“We believe that pyrrolobenzodiazepine-armed 
antibody-drug conjugates will emerge as a 
critical component in the next generation of 
cancer biologics with the potential to make a 
difference for oncologists and their patients.

“We look forward to combining our world-class 
capabilities in this area with MedImmune’s ability 
to develop this exciting class of oncology drugs.” n

arnold denies conflict of interest in spc trial

Adding to a 

drug portfolio
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Immutep and eddingpharm 
team up
french biopharmaceutical company 
immutep has signed an exclusive 
agreement with china’s eddingpharm, 
allowing the chinese company to develop 
and market breast cancer drug immufact 
imp321 in china.

immutep will provide technical support for 
the development of the product, which 
eddingpharm will be able to market in 
china, Hong Kong, macau and taiwan. 

“we have been very impressed by the 
dynamic and innovative approach of 
eddingpharm, and believe them to have 
the capability of driving the development 
of imp321 in china,” said John Hawken, 
immutep’s chief executive.

 “immutep is continuing the development 
of imp321 in europe and the usa. we are 
in partnering discussions at present.”

Us court reverses lunesta 
decision
a us appeals court has reversed a 
previous ruling and found that a proposed 
generic version of sleep aid lunesta would 
infringe a patent belonging to sunovion 
pharmaceuticals.

making its ruling, the us court of appeals 
for the federal circuit in washington, dc, 
said the us district court for the district of 
new Jersey erred when it ruled there were 
enough chemical differences between the 
two drugs.

dr reddy’s laboratories inc, an indian-
based company, had proposed to market a 
generic version of the anti-insomnia drug.  

IN	BRIEFMyriad hit with gene testing suit

Eastern expansion

los angeles, us

US biotech company Myriad Genetics is facing 
claims that 14 of its patents covering tests for 
breast and ovarian cancer are invalid and non-
infringed by Quest Diagnostics.

Quest, which provides diagnostic information 
services, filed for declaratory judgment at the 
US District Court for the Central District of 
California on October 10.

The company says it is planning to introduce 
a test (the BRCA Assay) that detects for 
hereditary alterations in two human genes, 
BRCA1 and BRCA2, which can correlate with 
an increased risk of breast and ovarian cancers.

The types of alterations include changes in 
DNA copy number, deletions, duplications 
or rearrangements in BRCA1 and BRCA2. 
After launch, the test will be made available to 
doctors and patients.

Until this year only Myriad has been able to 
test the genes, but other companies have begun 
offering similar tests since the US Supreme 
Court ruled in June that isolated human DNA 
is not patent-eligible.

The ruling wiped out some of Myriad’s DNA 
composition claims, though the company still 
holds other patents covering the tests and has 
sued new entrants into the market, namely 
Ambry Genetics and Gene by Gene.

A third company, Pathway Genomics, has 
delayed plans to introduce a test because of 
Myriad’s suits against Ambry and Gene by 
Gene, according to Quest’s court filing.

Quest claims that “Myriad’s conduct demonstrates 
that it intends to continue aggressively enforcing 
its patent portfolio. Myriad has explained that it 
will vigorously defend method claims that cover 
its BRACAnalysis testing against competitors 
who launch competing tests”.

It adds: “Even after the prior court decisions 
invalidating claims from several of Myriad’s 
patents, Myriad has emphasised the alleged 
strength of its patent portfolio and claimed that 
its BRACAnalysis testing is covered by 24 valid 
and enforceable patents.”

Quest says it has “specific reason to believe” that it 
will be sued by Myriad, noting that representatives 
from both companies held a meeting in which the 
Myriad employee said Quest’s plans to enter the 
market “scared” Myriad.

According to Quest, the Myriad representative 
said in the July meeting that Quest would 

receive a letter objecting to the use of its tests.

Ten of the 14 patents listed in the suit all feature 
in the complaints against Ambry and Gene by 
Gene.

A Myriad spokesman said “We have not 
received the Quest complaint and it would be 
premature to comment. 

“However, we continue to believe that patent 
claims related to BRCA1 and BRCA2 gene 
testing are valid and enforceable. Myriad’s 
BRCAnalysis is the gold standard diagnostic 
test for hereditary breast and ovarian cancer 
and has been used by more than one million 
patients. BRACAnalysis is widely accessible to 
patients and is reimbursed by nearly all private 
and public insurance plans.” 

“The big question,” said Kevin Noonan, partner 
at McDonnell, Boehnen, Hulbert & Berghoff 
LLP, “is whether Quest’s technology has 
developed so much that, as the company says, 
‘we don’t practise the technology protected by 
Myriad’s patents’.

“The technology dates to about 15 years ago, 
so Quest could be right in saying—and I can’t 
answer this as I don’t know exact details of 
the test—that the technology has advanced 
significantly.”

Most of the original patents protecting Myriad’s 
test expire in about two or three years, Noonan 
said, so Myriad “must have been planning” on 
challenges to its market share.  

When the patents expire, the shape of the 
market will “depend on whether the incessant 
urge to reduce costs gets so bad that Myriad 
could lose significant market share”.

But, he said, Myriad has such established tests 
and lots of statistical information on gene 
mutations that its test could remain popular.

He added: “Overall, there has been a lot in the 
press about the Supreme Court ruling being a great 
victory for the ACLU [American Civil Liberties 
Union] and for women, but most of that is smoke—
the court made a very narrow decision.” n 

New gene lawsuit
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UAe to host new PhrMA 
office
the pharmaceutical research and 
manufacturers of america (phrma) has 
announced plans to establish a new office 
in the middle east.

the middle east and africa regional office 
will be located within dubiotech, a free 
zone dedicated to facilitating growth of the 
life sciences industry in the united arab 
emirates.

marwan abdulaziz Janahi, executive 
director of dubiotech, said it was delighted 
to welcome phrma as a new partner.

“the organisation brings unrivalled 
expertise, experience and knowledge 
of the pharmaceutical and innovative 
medicine and that is exactly the area of 
the industry we are trying to kick start in 
dubai,” Janahi said.

formed in 1958, phrma represents 
america’s leading biopharmaceutical 
researchers and biotechnology companies.

teva to announce large 
scale redundancies
israeli-based teva pharmaceutical 
industries is lining up a mammoth cull of 
staff as part of a cost cutting drive.  

the company, which is trying to save $2 
billion by 2017, will lay off 10 percent of its 
workforce, the equivalent of around 5,000 
jobs.

the news comes soon after the company 
lost a patent fight over its lucrative multiple 
sclerosis drug copaxone, which could now 
face generic competition.  

president and chief executive of teva, 
Jeremy levin, said in a statement that 
the cost reduction programme would 
“strengthen” the organisation while 
improving its “competitive position in the 
global marketplace.”

IN	BRIEF
delaware, us

Andrulis Pharmaceuticals Corp has accused 
Celgene Corp of infringing and inducing the 
infringement of one of its patents related to a 
method of treating cancer.

In 2000, Andrulis received US patent 
6,140,346, which covers the treatment 
of cancer with thalidomide alone or in 
combination with an alkylating agent.

Andrulis claims that Celgene has induced 
infringement of its patent by offering for 
sale Celgene’s cancer drugs Thalomid and 
Revlimid for use in combination with an 
alkylating agent (Alkeran) to treat cancers 
such as multiple myeloma.

According to the complaint filed at the US 
District Court for the District of Delaware 

on October 2, Celgene knew about the patent 
at least as early as 2005 and cited it during 
prosecution of 22 of its own patents to the US 
Patent and Trademark Office (USPTO).

Andrulis also claims that Celgene, via “medical 
liaisons or representatives”, encouraged 
doctors to prescribe Alkeran, Thalomid and 
Revlimid in the treatment of cancer, adding 
that those doctors who prescribed the drugs 
have also infringed Andrulis’ patent.

The US Food and Drug Administration 
has not approved the use of the three drugs 
together to treat any patients with multiple 
myeloma.

Andrulis seeks declaration of infringement 
and damages.

Celgene did not respond to a request for 
comment. n  

phoenix, us

The US District Court for the District of 
Arizona has rejected technology company 
W.L. Gore’s motion for a new trial to amend 
the judgment of its patent dispute with 
medical device maker C.R. Bard.

The court again found Bard’s patent 6,436,135, 
which covers vascular grafts, or prosthetic 
blood vessels, was wilfully infringed by Gore.

Bard’s motion to execute on the portion of 
the judgment that is final and not subject to 
appeal was also granted by Judge Murguia; 
it is an amount of more than $800 million.

A jury rendered its initial decision in 
December 2007, awarding Bard $185 
million in damages. Judge Murguia later 
doubled the damages based on Gore’s wilful 
infringement on the patent. By the middle 
of 2013, considering interest, royalties and 
other judgments, total damages amount to 
more than $1 billion.

After endorsing the 2007 jury verdict, the 
US Court of Appeals for the Federal Circuit 
remanded the court’s denial of Gore’s 
motion for judgment as a matter of law for 
reconsideration, following the appellate 
court’s clarification on the standard for 
wilful patent infringement.

According to a statement released by law 
firm Latham and Watkins, lead counsel in 
the case that represented Bard in the appeal, 
Gore’s infringement of the patent was found 
to be “wilful and objectively reckless.”

Bard and inventor David Goldfarb received the 
patent in 2002, after an 18-year dispute at the 
USPTO that later determined Goldfarb was the 
inventor.

Laura Masurovsky, partner at Finnegan, 
Henderson, Farabow, Garrett & Dunner, LLP 
in Washington, DC, said that this case had 
gone on longer than most: “I’d be surprised if 
it wasn’t the longest patent case that has ever 
circulated through the Federal Circuit.”

She added: “By the same token, patent 
cases do take a long time to resolve and it’s 
not uncommon to have a number of years 
between a verdict and an ultimate resolution.

“On appeal a case can be remanded—as 
we saw was done in this case—for further 
determination by a trial judge. That can then 
also be appealed which can extend the time 
for final resolution.”

Bard filed this patent infringement suit in 
March 2003.

Gore did not respond to a request for 
comment.  n

andrulis sues celgene over cancer patent

c.r. Bard secures $1 billion damages in 
patent victory

DuBiotech: a new office for PhRMA
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washington, dC, us

The US Court of Appeals for the Federal 
Circuit has denied a US company’s bid to 
trademark ‘Prevail‘ for medical devices used 
to treat obesity.

Vibrynt applied for the trademark in 2009 to 
cover implants that are inserted into patients’ 
stomachs to encourage weight loss.

The USPTO rejected the application, saying it 
was too similar to an existing registration for 
‘Peek Prevail‘, which covers surgical implants.

On appeal, the Trademark Trial and Appeal 
Board (TTAB) upheld the ruling in July this 
year because the marks and the goods covered 
by them are too similar.

The Federal Circuit affirmed that ruling in a 
one-word order on October 15, with judges 
Prost, Plager and Taranto hearing the case.

While the court offered no reasoning, the 
TTAB ruling had set out a number factors 
weighing against the ‘Peek‘ application.

Vibrynt had claimed that ‘Peek Prevail‘, which 
cited “surgical implants comprising artificial 
material”, was limited to orthopaedic products.

But the TTAB said a likelihood of confusion 
depends on the goods cited in an application, 
no matter what they are “in nature”.

“Because registrant’s identification does 
not limit the type of surgical implants, the 
identification must be broadly construed to 
include all types of such goods, including 
abdominal surgical implants comprising 
artificial material,” the TTAB said.

Vibrynt provided extensive evidence to show 
otherwise, including statements from several 
surgeons specialising in bariatric surgery, 
which involves reducing the size of patients’ 
stomachs by inserting medical implants.

But the TTAB said: “To reiterate, registrant’s 
goods are not limited to the orthopaedic field.”

The appeals judges said the implants in both 
applications would move through the same or 
similar trade channels and would be sold to 
the same types of buyer, namely surgeons and 
other medical professionals.

In conclusion, the TTAB said: “Purchasers 
familiar with registrant’s ‘surgical implants 
comprising artificial material’ sold under 
the mark ‘Peek Prevail’ would be likely to 
mistakenly believe, upon encountering 
applicant’s similar mark ‘Prevail’ ... that the 

federal circuit says no to ‘prevail’ trademark
goods originated from or are associated with 
or sponsored by the same entity.”

Bob Kenney, partner at Birch, Stewart, 
Kolasch & Birch LLP, said “if the description of 
the registered goods is broad enough to cover 
the goods you’re applying for, you will have a 
problem overcoming the cited registration”.

Referring to Vibyrnt’s attempt to differentiate 
the products, Kenney added: “The only time 
the office will entertain outside evidence ... 
is if the description of the goods within the 
registration is ambiguous.”

Vibrynt does not sell its implants in the US 
market, but does have a presence in Australia, 
New Zealand and Europe.

Kenney said, however, that potentially the 
company could still enter the US market.

“I would assume the parties are past the point 
of striking up an agreement based on some 
narrowing of the goods ... but the question 
remains whether Vibrynt can use ‘Prevail’ in 
the marketplace without infringing.

“There are lots of factors determining whether 
consumers will be confused,” he said, and 
“plenty of case law” showing that some 
professionals would exercise a lot more care 
when faced with two similar marks.

“A surgeon may have the ability to quickly 
distinguish the uses and that the marks come 
from a different source.

“That is potentially a closer call,” he said.

Vibrynt did not respond to a request for 
comment.  n

Saying no to ‘Prevail’

washington, dC, us

Mylan Inc will be forced to divest injectable 
generic drugs before it can complete a proposed 
$1.85 billion acquisition of Agila Specialities 
Global Pte Ltd and Agila Specialties Pvt Ltd 
after the US Federal Trade Commission (FTC) 
applied conditions to the deal.

The FTC requires that generic drugmaker 
Mylan and therapeutics manufacturer 
Agila divest 11 injectable products before 
allowing Mylan to acquire the therapeutics 
manufacturer from Indian pharmaceutical 
company Strides Arcolab Ltd.

The FTC complaint said that Mylan and 
Agila are two of only a limited number of 
current or likely future competitors in the 
market for the drugs and that reducing the 
number of competitors would eliminate 
important competition and could lead to 
higher prices.

It added that the products in question—
sterile liquid drugs—are vulnerable to supply 
disruptions due to the difficulties associated 
with producing them.

The drugs treat a range of conditions including 
heart disease, hypertension and cancer.

“This proposed settlement will ensure 
that these important generic injectable 
medications … remain available at a 
competitive price, now and in the foreseeable 
future,” said Deborah Feinstein, director of 
the FTC’s bureau of competition.

“Preserving existing competition is 
especially important in markets for 
injectable drugs where supply disruptions 
have led to shortages,” she added.

Mylan did not respond to a request for 
comment. n

ftc restricts Mylan’s acquisition of agila amid antitrust fears
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london, uk

British barrister Richard Hacon is set to 
become the permanent presiding judge of the 
Intellectual Property Enterprise Court (IPEC), 
multiple sources have told LSIPR.

The role has been vacant since April this year, 
when Colin Birss left to become a High Court 
judge. Until October, the IPEC was called the 
Patents County Court.

Despite its rebranding, the IPEC continues to 
target small and medium-sized companies, 
often dealing with less complex IP disputes. 
It handles claims worth up to £500,000 
($807,000) and caps fines for losers at £50,000 
(£80,700).

Hacon, who was called to the bar in 1979, 
works at 11 South Square Chambers in 
London. He handles all areas of IP law, but his 
science background (microbiology) means he 
often covers highly technical patent cases.

One of his best-known cases, at the England 
& Wales High Court, covered design law. 
Hacon was constant among Apple’s barrister 
team that fought to show Samsung’s tablets 
infringed Apple’s Community design for the 
iPad.

In July 2012, Birss cleared Samsung of 
infringement, noting that its tablets were “not 
as cool” as the Apple design. The ruling was 
upheld on appeal.

Hacon has appeared in the English courts at 
all levels, the Court of Justice of the EU and 
the European Court of First Instance. He 
handles oppositions and appeals several times 
a year at the European Patent Office, his clients 
including Biogen, Genentech and Novartis.

A spokesman for the Judicial Appointments 
Commission, which held a recruitment 
consultation in June to replace Birss, said “We 
are waiting for approval from the Queen on 
the appointment, so are not able to confirm 
anything until then.”

But two QCs, as well as several UK-based 
litigators, have confirmed Hacon has been 
selected for the role.

One source, speaking off the record, said all of 
Britain’s senior judges, including president of 
the Supreme Court Lord Neuberger, will have 
been consulted.

“It’s a done deal,” he said, adding that an official 
announcement is likely before December.

If confirmed as Birss’s replacement, Hacon 
will be an excellent appointment, said Alan 
Johnson, partner at Bristows LLP.

“I have a very high regard for him. I have 
used him myself in a number of cases over the 
years, and particularly remember his excellent 
performance for me in the Candy v Olympus 
case in front of Pumfrey J some years ago. 

“I never understood why he never took silk,” 
he said.

Johnson added: “If he is the new judge, then I 
am sure he will make a great judge. He is not 
only very experienced, but has worked for 
many smaller as well as larger clients—much 
more so than many barristers at the patent 
bar. He therefore understands the difficulty 
the ‘little man’ faces in litigation. These sorts 
of litigants are exactly the ones that the IPEC 
is there to serve.”

Birss led the PCC for three years, in what was 
widely regarded as a highly successful tenure.

James Marshall, partner at Taylor Wessing LLP, 
said: “Through excellence as an IP lawyer and a 
practical, dedicated and enthusiastic approach 
to the running of the court, Colin Birss has 
made a great contribution to its success. It is 
now very well respected as a cost-effective and 
quick jurisdiction for smaller cases.”

The IPEC position was advertised with a salary 
of nearly £140,000 ($225,900). n

hacon to fill Birss’s shoes at uK court

Pall Corporation opens 
Chinese centre of excellence
us-based pall corporation, a supplier 
of filtration, separations and purification 
products, has opened a new centre of 
excellence in china.

the pall life sciences centre of 
excellence, based in shanghai, has around 
200 employees and is fully equipped 
for process demonstration, testing and 
validation as well as for training pall’s 
customers.

“china is an important market for pall and 
long-term, favourable economic trends give 
us the confidence to continue development 
in the potentially high-growth region,” 
said Hang gek low, vice president of pall 
china. 

Merck drops India from 
priority list
us pharmaceutical company merck sharp 
& dohme (msd) has taken india off its 
list of priority markets as part of its latest 
global initiative to sharpen its commercial 
and r&d focus.

as part of the same initiative, merck made 
8,500 redundancies last month.

the company said it will focus on 10 
prioritised markets that account for the 
majority of revenue in its pharmaceutical 
and vaccine business, which include the 
us, Japan, uK, china and brazil.

msd told cnbc in a statement: “msd 
remains committed and focused on india, 
we continue to focus our strategies to 
provide medicines and vaccines to address 
high disease burden in india.”

IN	BRIEF

Big shoes to fill

Shanghai: centre of excellence
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delaware, us

Dow Chemical Company subsidiary Dow 
AgroSciences has won another lawsuit 
involving its Enlist weed control technology.

On October 7, the US District Court for the 
District of Delaware found that Dow has the 
right to sell its Enlist E3 soybean seed and said 
Bayer’s challenge to prevent the biotech firm 
from doing so must be dismissed.

Bayer CropScience AG filed the action in 
January 2012 claiming that Dow’s intention to 
sell its Enlist E3 soybean seed infringed seven 
of its glyphosate tolerance patents.

E3 is a soybean event—or plant cell that 
has new genes introduced into it—that 
gives soybeans tolerance to three different 
herbicides.

Bayer entered into an agreement with 
MS Technologies in 2004 that allowed 
it a worldwide exclusive licence to grant 
sublicences under Bayer’s licensed patents.

In 2007, MS Tech agreed with Dow to develop 
and sell E3 together.

Bayer said that in doing so, Dow was infringing 
Bayer patents, maintaining that MS Tech was 
not granted the right to commercialise under 
its agreement. It also argued that MS Tech only 
has the right to sublicense soybean events it 
has made itself.

However, the court found that MS Tech retains 
ownership of E3, and added: “Similarly, the factual 
record demonstrates that because MS Tech retains 
ownership of E3, E3 is made ‘for’ MS Tech.”

The opinion continued: “The agreement grants 
MS Tech the right to commercialise; and … 
MS Tech appropriately sublicensed that right 
to Dow to develop and sell E3.”

Judge Bumb said: ”This court has pored over the 
record searching for objective evidence to support 
plaintiffs’ arguments ... it has found none.”

The decision comes weeks after the US Court 
of Appeals for the Federal Circuit found in 

Dow’s favour in another with case Bayer that 
involved the Enlist 2,4D tolerance technology.

“We repeatedly have expressed confidence in 
our legal position in each of the cases filed by 
Bayer concerning our Enlist technology, and 
the results we have obtained in these cases 
certainly validates our conviction,” said Dow’s 
general counsel Ken Isley.

Bayer did not respond to a request for 
comment. n

dow survives another Bayer patent challenge

Our 125th anniversary,  
a gOOd mOment tO 
cOntemplate the future

Lately, the future of innovation has been discussed at length in the media. Serious attention is paid to the significance 

of Intellectual Property. Some say protecting ideas, designs and trademarks interferes with innovation. 

We believe otherwise. Daily practice tells us IP has a crucial role in the future of innovation. No company will invest in 

ideas that can be copied unpunished. 

As one of the most prominent IP firms in Europe, we like to take the lead in these discussions. During our jubilee year, 

we would like to give advocates and opponents the opportunity to share their ideas about the future of protected 

innovations. To be even more prepared for it. And to continue to protect and enrich our clients’ innovations, ideas and 

trademarks for yet another 125 years. For more information, please visit our website www.nlo.nl/en

Dow wins another lawsuit
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mountain view, us

Personal genomics company 23andMe has 
received a patent covering its Family Traits 
Inheritance Calculator tool that lets prospective 
parents see what traits their children may inherit.

Filed in 2008, US patent 8,543,339 covers 
“gamete donor selection based on genetic 
calculations”.

Critics fear the technology will be used to 
select inherited features, such as hair and eye 
colour, to create ‘designer babies’.

The Center for Genetics and Society has called 
for 23andMe to abstain from developing or 
offering any product based on the patent, 
which it finds would be “highly irresponsible”.

California-based 23andMe gives customers 
an overview of their health and ancestry by 
analysing the DNA provided in a saliva sample. 
It also offers its service to healthcare companies 
that can use the technology to find disease 
pathways and identify novel drug targets.

In a blog post, it said the patent was only 
intended to cover the technology that supports 
the Family Traits Inheritance Calculator, “but 
the language of the patent extends beyond 
the calculator and so we want to be very clear 
about our technology and our intentions.”

It added that at the time of the filing, the company 
considered the technology’s potential implications 
for fertility clinics, although since then “much has 
evolved”, including the company’s strategic focus.

“The company never pursued the concepts 
discussed in the patent beyond our Family 
Traits Inheritance Calculator, nor do we have 
any plans to do so,” the blog said.

Jason Rutt, a partner from Rouse in London, 
said that the case raises many interesting 
questions to speculate on.

23andMe chose not to file the patent at the 
European Patent Office (EPO), which Rutt 
predicts would object to the patent for being 
an invention ‘contrary to morality and ordre 
public’. “This is a broad term that patent offices 
can interpret as they wish n

23andMe’s ‘designer baby’ controversy

Aesica and CMIC Holdings to 
explore global opportunities
contract development and manufacturing 
organisation (cdmo) aesica pharmaceuticals 
ltd and Japanese cdmo cmic Holdings 
have signed a memorandum of understanding 
to develop sales and marketing opportunities 
in europe and Japan. the companies will 
also work together to develop commercial 
opportunities in the us.

under terms of the agreement, aesica 
and cmic will work closely to identify 
opportunities in their respective markets. 

aesica said it will “proactively seek 
expansion of business opportunities in 
Japan and the us and collaborate will 
cmic customers who need consultation 
and manufacturing in europe.

aesica chief executive robert Hardy said: 
“this agreement will provide a tremendous 
opportunity to develop business and 
commercial opportunities for our customers 
in the Japanese market and in the us … 
we look forward to forging an extremely 
close working relationship and partnership 
between our two companies.”

AstraZeneca sees nexium dip
the us court of appeals for the federal 
circuit has lifted an injunction against 
Hanmi pharmaceutical’s esomeprazole 
strontium drug, seen as a generic 
rival to astraZeneca’s blockbuster 
gastroesophageal reflux treatment nexium. 

nexium, which provided $2 billion in 
revenue in the first half of 2013, will lose 
patent protection in 2014, but generic 
competition may arrive before then.

the us food and drug administration 
approved Hanmi’s drug in august 2013, 
while a consent decree following litigation 
between the parties in June means that 
Hanmi is not infringing astraZeneca’s 
patents with its product. 

IN	BRIEF

Developing opportunities in Japan

london, uk

After 39 years at the firm, IP litigator Trevor 
Cook will be leaving UK-based Bird & Bird 
LLP to join Wilmer Cutler Pickering Hale 
and Dorr LLP in New York.

Cook will join WilmerHale’s IP litigation 
practice group as a partner on January 1, 
2014, where he will concentrate his practice 
on IP litigation internationally.

Susan Murley, co-managing partner at 
WilmerHale, said: “Trevor is a highly 
regarded practitioner who is uniquely 
positioned to strengthen our IP litigation 
practice group as we look to expand that 
practice outside of the US.”

Cook is a partner in Bird & Bird’s IP group 
and co-head of the firm’s international life 
sciences sector group.

Once president of the UK group of the 
International Association for the Protection of 
Intellectual Property, Cook is now chairman of 
the British Copyright Council, and is also on 
the World Intellectual Property Organization’s 
list of arbitrators.

“Mr Cook’s extraordinary skill and experience 
will be invaluable to our clients as IP litigation 
increasingly takes on global dimensions,” 
Mark Selwyn, co-chair of WilmerHale’s IP 
litigation practice group, said.

Cook said: “I have found a new home in 
WilmerHale,” and added that he is looking 
forward to helping extend the firm’s presence 
in Europe and Asia.

He told LSIPR that one of the immediate drivers 
for the move is personal, “but it coincided with 
a developing feeling on my part that the centre 
of gravity of the formation of IP strategy, or 
patent litigation strategy, has very much moved 
to the US, even when you’re talking about 
companies that are based outside the US”. 

“I’ve certainly felt some frustration on some 
occasions when I’ve found myself, as a 
European lawyer, implementing strategies I 
had no part in formulating,” he added.

He was also attracted by WilmerHale’s 
international arbitration practice. “… however 
guidance in this area has been provided by the 
Biotech Directive,” he said. n

trevor cook to leave Bird & Bird
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mumbai, india

Bayer has appealed against the Indian 
Intellectual Property Appellate Board (IPAB)’s 
compulsory licence (CL) order that allows 
domestic generic maker Natco Pharma to 
market its own version of liver and kidney 
cancer drug Nexavar (sorafenib), this time at 
the Mumbai High Court.

In March this year the IPAB rejected Bayer’s 
first appeal against the order, agreeing with 
the Indian Controller of Patents’ decision that 
Bayer had not made the drug available at an 
affordable price in India.

“These proceedings are neither against the 
inventor, nor against the compulsory licence 
applicant, but purely based on public interest,” 
Justice Prabha Sridevan wrote in the March 
2013 order.

Natco received India’s first ever compulsory 
licence to market sorafenib in March 2012. 
Under the terms of the licence, the court 

ordered that Natco pay Bayer a 6 percent 
royalty, which was increased to 7 percent after 
Bayer’s first challenge.

According to the Economic Times, the case 
hearing has been adjourned to October 29.

A spokesperson for Bayer told LSIPR: “We can 
confirm that we are currently pursuing the 
case at the Mumbai High Court as we strongly 
disagree with the conclusions of the [IPAB].

“The order of the IPAB weakens the 
international patent system and endangers 
pharmaceutical research.”

Bayer added that it has had a ‘Patient Access 
Program’ in place since launching Nexavar 
in India in 2008, which reduces the cost of 
monthly treatment with Nexavar to about a 
10th of the regular pharmacy price for the 
complete duration of treatment.

Ranjna Mehta-Dutt, a partner at Remfry & Sagar 
in New Delhi, said that if Bayer is unsuccessful in 
its second bid to revoke the compulsory licence, 

the next option would be to move a special leave 
petition before the Supreme Court.

She added that the possibility of Bayer lowering 
the price of the drug had been discussed before 
the controller during the original CL proceedings 
and before the IPAB while seeking stay on the 
controller’s order, however the issue was never 
debated further in the final order of the IPAB.

Natco did not respond to a request for 
comment. n

23andMe’s ‘designer baby’ controversy Bayer takes another swipe at nexavar compulsory licence

Swinging and missing
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A	CHANGING	
MARKET

When the Supreme Court 
decided earlier this year that 
isolated genetic material is 
not patent-eligible, it opened 

up the genetic screening market, inevitably 
introducing a new battleground for asserting 
IP rights on diagnostic technologies.

Many companies, including Ambry Genetics and 
Gene by Gene, started offering their own tests that 

could identify genetic disorders and susceptibility 
to certain diseases immediately after the June 13 
ruling, and a series of patent infringement cases 
were filed among the companies soon after, as 
each tried to muscle in to the market.

French biotechnology company Genomic 
Vision offers a novel method of genome 
analysis. Its proprietary technology, which it 
calls molecular combing, allows researchers 

to view the genome at a high resolution and 
identify genetic anomalies within it.

Molecular combing is the process of stretching, 
or ‘combing’ single DNA molecules on to glass 
slides, and finding genes or specific sequences 
in the genome by measuring the distances 
between markers, which can be seen by 
applying fluorescence hybridisation. Genomic 
Vision calls it “Genomic Morse Code”.

Genomic	Vision	develops	genetic	
screening	tests	for	diagnostics	
and	research.	In	the	aftermath	
of	the	Myriad	ruling,	how	can	it	
use	IP	to	develop	market	share?	
LSIPR	spoke	to	chief	executive	
Aaron	Bensimon	to	find	out.
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It was developed by Genomic Vision 
co-founder and chief executive Aaron 
Bensimon, who says that the method allows 
the team to see larger DNA rearrangements 
that drive disease, rearrangements that 
may not be detected by conventional gene 
sequencing methods.

Bensimon and his team discovered the 
molecular combing method in 1997, and later 

“The first and the most well-known is the point 
mutation, which are diseases characterised by 
one base pair mutation on the DNA.

“The second family of mutations is what we 
call large rearrangement. This is where larger 
pieces of DNA sequences have been deleted, 
added or rearranged in one manner or 
another.”

Large rearrangements are the drivers 
for cancers and genetic diseases such as 
facioscapulohumeral muscular dystrophy 
(FSHD), the second most common form of 
muscular dystrophy.

Bensimon says that conventional sequencing 
methods are more suited to finding these 
single base pair mutations on the genome, 
which means that large DNA rearrangements 
may not be spotted.

“Genomic Vision is developing diagnostic 
tests using our molecular combing technology 
adapted to those genetic diseases and cancer,” 
he says.

patents and licensing
In July 2012, Genomic Vision announced the 
extension of its “Genomic Morse Code” patent 
portfolio, with the granting in several countries 
of the patent on a method of structural and 
visual analysis of the genome.

Its technologies are protected by a patent 
portfolio of eight families, which cover the 
process of the discovery, which were licensed 
by the Pasteur Institute, and the applications of 
molecular combing.

The patents also cover biomarkers and specific 
diagnostic tests involving large genome 
rearrangements.

Genomic Vision holds the exclusive world 
licence for molecular combing from the Pasteur 

worked with French institutes involved with 
the Human Genome Project. The molecular 
combing method was used as a complementary 
tool in the effort, he says.

disease function
“Genetic diseases are often characterised by 
two major mutations,” Bensimon explains.

“The	institutes	have	
a	licence	on	the	
use	of	the	combing	
technology	and	then	
we	license	them	the	
specific	application	
for	the	disease	they	
will	be	interested	in.”



IP StRategy16 LSIPR Newsletter  10:13

www.lifesciencesipreview.com

Institute, and has strong ties with research 
institutes across Europe, collaborating with 
genomic research centre the Sanger Institute 
in the UK and cancer research hub the Curie 
Institute in Paris. It licenses out process 
patents that cover the studies of cell cycle and 
DNA replication.

As part of its strategy it licenses out patents 
owned by the Pasteur Institute, as well as 
patents from its own portfolio.

“We are licensing our basic patent to use the 
technology,” Bensimon says.

“The institutes have a licence on the use of the 
combing technology and then we license them 
the specific application for the disease they 
will be interested in,” he explains.

Genomic Vision has also partnered with 
French biotech company Cellectis SA, 
which specialises in genome engineering, to 
pursue antiviral research. The effort is part 
of the ACTIVE project, which looks at how 
endonucleases, a type of enzyme, can be used 
to cure viral infections.

While Genomic Vision has its greater focus 
on R&D, in June 2013 it extended its strategic 
alliance agreement with US company Quest 
Diagnostics, which will commercialise 
its tests for the US market. Under terms 
of the agreement, Quest will invest in the 
development of a test for a hereditary genetic 
disease, and work with Genomic Vision 
to automate the testing process and speed 
up turnaround times for tests that use the 
molecular combing technology.

Genomic Vision entered the initial agreement 
with Quest in September 2010. It gave Quest 
exclusive rights in the US and other territories 
to develop and sell diagnostic tests based on 
the molecular combing technology, in return 
for an equity stake in the company and royalty 
fees.

Quest has developed its first test for 
FSHD, which Genomic Vision is currently 
commercialising in Europe. It is hoped that 
500 to 700 patients a year will use the test, 
which is being routinely used at the La Timone 
medical centre in Marseille, and also being 
deployed as beta-test in Germany.

Now Genomic Vision is working on its own 
breast cancer test, but how has its work been 
affected by the conclusion of the Myriad case?

Myriad opportunities
“This year a lot of noise has been made around 
the breast cancer diagnostic test,” Bensimon 
says.

The Myriad case was widely publicised 
in specialist and popular media, creating 
controversy among research centres and civil 
liberties groups. Demand for the BRCA1 and 
BRCA2 breast cancer risk screens must also 
have received a boost when film star Angelina 
Jolie revealed she had undergone the test. 

The final ruling on the case invalidated patents 
owned by Myriad that cover mutations in the 
BRCA1 and BRCA2 genes.

It wasn’t previously possible for Genomic 
Vision to commercialise its breast cancer tests 
in the US—“the market was closed” Bensimon 
says—but the end of Myriad’s monopoly brings 
opportunities for Genomic Vision, although 
it’s a crowded market with some significant 
competition. If anything is to keep Genomic 
Vision ahead of the field, it’s the company’s 
unique method.

Breast cancer can be triggered by a large 
DNA rearrangement, so Genomic Vision is 
developing a large rearrangement detection of 
the disease.

He plans to commercialise the BRCA test in 
the US through Genomic Vision’s alliance 
with Quest, which last month announced its 
commercial strategy for the test.

the future of diagnosis
After commercialising tests for muscular 
dystrophy and breast cancer, Bensimon plans 
to create a screen for Lynch syndrome, a 

genetic condition that carries a high risk of 
colon cancer.

“Some of the colon cancers are characterised 
by different mutations on several genes, so 
we are developing a gene panel detection for 
Lynch syndrome,” Bensimon says.

Genomic Vision is also working on a test that 
will aim at detecting the human papillomavirus 
(HPV) integration in the genome of patient as 
a prognostic biomarker for cervical cancer. 
HPV has been estimated to be a factor in the 
development of cervical cancer in more than 
90 percent of cases, more than 11,000 of which 
were reported in the US in 2010.

“It’s a huge market, and there’s a strong need 
for such a test,” Bensimon says. Genomic 
Vision is running a clinical trial on the test in 
French independent laboratory Alphabio.

The company has a commercial plan to 
expand further in Europe, and is working with 
hospitals in the UK and Switzerland.

In the near future, Bensimon hopes 
to see molecular combing becoming a 
complementary tool to next generation 
sequencing, and he predicts the technology 
will be used in hospitals as well as research 
institutes.

“Diagnostic tests using the molecular 
combing process will become indispensable 
to complement the diagnosis of current 
sequencing methods,” he says. n

“The company has a commercial plan to expand 
further in Europe, and is working with hospitals 
in the UK and Switzerland.”
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New	frontiers:		
potential	barriers	to	patenting	

induced	totipotent	stem	
cell	technology	
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Ethical	considerations	plus	the	ambiguity	of	the	Biotech	Directive	are	factors	
influencing	the	patentability	of	totipotent	stem	cells,	says	Andrew Sanderson.	

It has for some years been possible to 
create pluripotent stem cells (stem cells 
capable of differentiating into many, 
but not all, other cell types of the body) 

from fully differentiated adult cells (so called 
‘induced pluripotent stem cells’ [iPS cells]).

Recent advances by the tumour suppression 
group of Centro Nacional de Investigaciones 
Oncológicas (CNIO) in Spain have resulted in the 
production of iPS cells with totipotency features, 
raising the hope that induced totipotent stem cell 
(iTS cell) technology could become a practical 
reality. Previous to this discovery, the only 
practical source of totipotent stem cells (stem cells 
capable of differentiating into any other cell type 
of the body) was embryonic tissue.  

The possibility of producing iTS cells from 
adult cells could abolish the current need to 
use embryos to obtain totipotent cells, thereby 
removing many ethical concerns associated 
with this field of research, and perhaps allow 
the engineering of recipient-derived tissues 
that are insusceptible to transplant rejection.  
Hence, it is important to be able to secure 
patent protection for iTS cell technologies in 
order to attract the investment necessary to 
develop them into mature, practical tools.

The widely reported Court of Justice of the 
European Union (CJEU) decision C-34/10 
(commonly referred to as the Brüstle 
decision) shed light on the patentability of 

human embryonic stem cells in the EU. As 
is normal practice, a preliminary opinion 
on the issues to be decided by the CJEU was 
published by an attorney general (AG) of the 
CJEU in advance of the Brüstle hearing. This 
preliminary opinion included totipotent stem 
cells in the definition of ‘human embryos’.  

If followed by the CJEU, this would have 
meant that, even if the technology to induce 
totipotency in adult cells were to be realised, 
it would been considered an unpatentable 
‘commercial exploitation of a human embryo’ 
in the EU. As totipotent embryonic stem cells 
would also be caught by the same exclusion, 
the AG’s approach would have resulted in a 
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blanket ban on patenting totipotent stem cell 
technology.

Fortunately, the CJEU’s decision did not 
follow the AG’s preliminary opinion in 
this regard and totipotent stem cells were 
not included in the CJEU’s definition 
of an embryo. However, despite the 
CJEU’s welcome departure from the AG’s 
preliminary opinion, a number of potential 
hurdles remain to patenting totipotent stem 
cells technologies in the EU.

various stages of human 
formation
Although the CJEU’s judgment in the Brüstle 
decision was that totipotent cells are not 
included in the definition of an embryo, 
current UK Intellectual Property Office 
(UKIPO) guidance states that: 

“Human totipotent cells have the 
potential to develop into the entire 
human body. In view of this potential, 
such cells are not patentable because 
the human body at various stages 
of its formation and development is 
excluded from patentability…” 

This provision relates to Recital 42 of EU 
directive 98/44/EC (commonly referred to 
as the ‘Biotech Directive’) and so is part of 
the national law of all EU states. Hence, if 
followed by the UK and other patent offices, 
the interpretation of totipotent stem cells 
as a human body at a particular stage of 
formation would prohibit the patenting of 
induced totipotent stem cells per se.

What is more, UKIPO guidance also states 
that: 

“Similarly, a method of culturing or 
propagating human totipotent cells is also 
excluded from patentability as a claim to 
a method also provides protection for the 
product of such a method.”

This provision appears to relate to the fact 
that, under the European Patent Convention 
(EPC) and in EPC-contracting states, a claim 
to a process also provides protection for the 
direct product of that process. The UKIPO 
appears to consider that, since the direct 
product of a process for producing totipotent 
cells is totipotent cells, and totipotent cells 
are excluded from patentability by the 
Biotech Directive, then processes for making 
them must also be excluded.  

Alternatively, the exclusion could refer to:

2. processes to produce:
 a) chimeras from germ cells; and 
  b) chimeras from totipotent cells of 

humans or animals.

It does not appear that the exclusion could 
refer to both interpretations (1) and (2). To 
determine which interpretation was intended, 
it must be asked, ‘which of the above 
interpretations most offends human dignity?’.

The first interpretation allows the creation of 
totipotent stem cells without the use of embryos 
and so, if anything, appears to contribute 
towards human dignity. In contrast, the second 
interpretation leads to the ‘humanity’ of germ 
line or totipotent cells being lost, at least in part. 
Hence, in our view, it appears that the second 
interpretation was intended.  

If the first interpretation was, nevertheless, 
maintained by patent offices, it would become 
even more crucial to obtain patent protection 
for the direct and indirect products of 
processes for producing totipotent cells (ie, 
to protect totipotent cells per se). However, 
novelty cannot be conferred to a product 
by the process by which it was produced—a 
product must be novel in its own right. Hence, 
there is a risk that, if iTS cells are essentially 
identical to naturally-occurring totipotent cells 
(which is likely to be an ultimate scientific and 
commercial goal), they will be unpatentable 
through lack of novelty.

advice to applicants
Although perhaps commercially and 
scientifically less desirable, it could be 
beneficial to establish and define in patent 
specifications multiple embodiments, some 
being potentially identical to innate totipotent 
cells but others specifically describing and 
highlighting clear differences between 
iTS cells and innate totipotent cells. Such 
embodiments would appear to provide the 
opportunity to escape the above-discussed 
exclusions to patentability in the event that 
argumentation against them fails. n

Andrew Sanderson is senior associate at 
Potter Clarkson. He can be contacted at: 
Andrew.sanderson@potterclarkson.com. 

There appear to be reasonable arguments 
against this view.  

Patent protection for a direct product of a 
process is provided under the EPC even if that 
product is not novel (ie, a novel process is still 
novel in the EU if it can be used to create a 
non-novel product). Hence, it appears that the 
direct product of a process is not to be taken 
into account for assessing the patentability of 
a claim to that process. Arguably, there is no 
reason that this principle should be applied 
to a patentability requirement as fundamental 
as novelty, yet not to be applied for other 
requirements.

chimeras from germ cells or 
totipotent cells of humans 
and animals
The Biotech Directive states that:

“… processes, the use of which offend 
against human dignity, such as processes 
to produce chimeras from germ cells or 
totipotent cells of humans and animals, 
are obviously also excluded from 
patentability.”

This provision applies to all EU states. It is also 
noted in the European Patent Office’s (EPO’s) 
examination guidelines and is commonly 
understood by commentators to exclude 
from patentability processes for producing 
totipotent cells of humans or animals. The 
language used in the Biotech Directive is, 
however, ambiguous. The exclusion could 
refer to:

1. processes to produce: 
a) chimeras from germ cells; and 
b) totipotent cells of humans or animals.

“The	first	interpretation	
allows	the	creation	
of	totipotent	stem	
cells	without	the	use	
of	embryos	and	so,	if	
anything,	appears	to	
contribute	towards	
human	dignity.”
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California	governor	vetoes	
biosimilars	bill
The	governor	of	
California,	Jerry	Brown,	
has	refused	to	sign	
legislation	seeking	to	
introduce	changes	to	
the	state’s	pharmacy	
law	on	biosimilars.

Biosimilars are manufactured to closely 
mimic biologic products which are made 
from living matter. While biosimilars are yet 
to be approved by the US Food and Drug 
Administration (FDA), numerous US states 
are addressing the standards for substituting 
them for biologic products.

The Californian bill, known as SB 598, would 
allow “interchangeable” biosimilar drugs to 
be substituted for biologic products. It would 
also require pharmacists to notify prescribers 
about which drug was dispensed.

While Brown said he strongly supports the 
bill’s first provision, the second is “highly 
controversial”.

“Doctors with whom I have spoken would 
welcome this information. The California 
Public Employees’ Retirement System 
(CalPERS) and other large purchasers warn 
that the requirement itself would cast doubt 
on the safety and desirability of more cost-
effective alternatives to biologics,” he said.

“For these reasons, I am returning SB 598 
without my signature.”

In California, which is one of several states 
to address biosimilar legislation, the bill was 
approved unanimously by both the assembly 
(in August) and the senate (in September).

After the bill’s rejection, the Biotechnology 
Industry Organization (BIO), which has 
supported the draft legislation, said it was 
“disappointed” by the governor’s decision.

“The vetoed bill ... properly preserved patient 
access to accurate prescription information, 
maintained incentives for innovation and 
promoted a competitive market for biologic 
therapies. The bill included full transparency in 
the substitution process, providing patients and 
their physicians the right to know what biologic 
medicine the patient receives from the pharmacy.”

In contrast, the Generic Pharmaceutical 
Association (GPhA) said Brown had 
“demonstrated compassion for millions of 
patients” by vetoing a bill that would have 
“impeded access to new biosimilar medicines”. 

It said opposition to this and similar bills 
remains because the laws would add “unneeded 
burdens to the dispensing of biosimilar 
medications that will drive up costs”.

“Opposition	to	this	and	
similar	bills	remains	
because	the	laws	would	
add	‘unneeded	burdens	
to	the	dispensing	of	
biosimilar	medications	
that	will	drive	up	costs’.”

producing biologics “might be attacked, but 
you can’t stay out of the mix if there is an 
opportunity on the other side of the fence”, so 
many are considering making biosimilars.

“Innovators are learning how to 
compartmentalise. There is one biotech 
company, which I cannot name, that initially 
opposed biosimilar manufacture, but in the 
last year or so they are now getting involved.”

Asked for his reaction to governor Brown’s 
decision, Zuhn said he disagreed with it. “There 
was nothing in the bill that seems too onerous.

“But the decision is incomplete, as we 
don’t know if the legislature will tweak the 
bill and send it back—keep in mind the 
overwhelming support beforehand.”

He added: “When the FDA comes out with 
the interchangeability standards, I imagine 
the Californian legislature will tweak the bill 
to incorporate that.”

According to the GPhA, legislation similar 
to SB 598 has been blocked this year in 10 
states, enacted with amendments in three 
states, and enacted with provisions backed 
by Amgen and Genentech, which supported 
the Californian bill, intact in only one state 
(North Dakota).

“Florida enacted a law that promotes access 
to biosimilars without burdensome physician 
notification requirements,” a statement added.

Zuhn said while he doesn’t know when the 
FDA will finalise its standards for biosimilars, 
they are “long overdue”. n

Sheila Swaroop, partner at Knobbe Martens 
Olson & Bear LLP, said owners of biologic 
products want to ensure patients know what 
they are being prescribed, so they are in favour 
of limiting pharmacists’ ability to substitute 
biologic products.

But biosimilar applicants want to give 
pharmacists the freedom to make decisions 
without putting hurdles in the way, she said. 
“There are a lot of companies on both sides of 
this issue—it’s an interesting dynamic.”

Don Zuhn, partner with McDonnell Boehnen 
Hulbert & Berghoff LLP, added that companies 

Randy M
iram

ontez / Shutterstock.com

Governor Jerry Brown
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No	plant	SPCs	after	
emergency	orders:	CJEU

Europe’s highest court has said 
supplementary protection certificates 
(SPCs) for plant protection products cannot 
be granted after the same product has been 
authorised on emergency grounds.

The Court of Justice of the EU (CJEU) was 
ruling on a dispute between Sumitomo and 
the German Patent and Trademark Office 
(DPM), which rejected the company’s SPC 
application in 2006.

Sumitomo owns a European patent (covering 
Germany) directed to the active substance 
clothianidin, used for insecticide products.

The German authorities, in December 
2003, issued an emergency marketing 
authorisation (MA) to a company in the 
Bayer group for a plant product containing 
the active substance clothianidin.

A day after that MA expired, in May 2004, 
Sumitomo applied to the DPM for an SPC 
for plant protection products.

Later in 2004, the German authorities 
granted a provisional MA, valid until 
September 2007, to a company in the Bayer 
group for a product based on clothianidin.

In January 2006, the office dismissed 
Sumitomo’s application because, the CJEU 
said, “the MA was no longer valid within 
the meaning of Article 3(1)(b) of Regulation 
No 1610/96 since the emergency MA had 
already expired”.

In a ruling on October 17, the CJEU was asked 
to clarify the interpretation of Articles 3(1)(b) 
and 7(1) of the regulation 1610/96 regarding 
the creation of an SPC for plant protection 
products.

First, the CJEU considered whether Article 
3(1)(b) should be interpreted as precluding 
an SPC for a plant protection product when 
an emergency MA has been issued. Next, the 
court asked, was whether Articles 3(1)(b) and 
7(1) should be interpreted as precluding an 
SPC application being lodged before the date 
on which the plant protection product has 
obtained the MA referred to in Article 3(1)(b).

The CJEU answered both questions in the 
affirmative.

“SPCs	can	already	
be	granted	when	
standard	or	
provisional	MAs	have	
been	issued,	but	until	
now	it	was	unclear	
what	the	rules	were	
on	emergency	orders.”	

While the ruling was expected, said Alexa 
von Uexkuell, partner at law firm Vossius 
& Partner in Munich, the ruling’s clarity is 
welcome.

“The ruling makes sense because ... you know 
what approvals you can rely on. Previously, 
you did not know if you could rely on 
emergency approvals.”

SPCs can already be granted when standard 
(10-year) MAs or provisional (three-year) 
MAs have been issued, but until now it was 
unclear what the rules were on emergency 
orders.

“It had been seen as a little bit unfair as the 
rules were so chaotic and the DPM handled 
this in a chaotic manner.

“It was not the applicant’s fault,” said von 
Uexkuell.

She added: “The European SPC regulation is 
very heavily criticised and the CJEU is too, 
as they don’t have a great deal of experience 
dealing with patents. The decisions have been 
erratic.”

The case will now go back to Germany’s 
patent court, the Bundespatentgericht, which 
will reject Sumitomo’s SPC, von Uexkuell 
said.

“In theory an appeal is possible, but because 
the CJEU ruling is binding the German 
Supreme Court would not accept the case.” n
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