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g What kinds of patent portfolios will matter to life sciences 
companies in the next five years?

BY BRUCE D. SUNSTEIN

To the question, ‘What kinds of patent portfolios will matter to 
life sciences companies in the next five years?’ we can provide a 
ready answer: those covering successful products. This of course 
raises the issue of how to get successful products in the first 
place as well as how to get patent portfolios covering them.

These two pursuits are not unrelated. A well-run life-sciences 
company (like any well-run technology-based enterprise) 
will have periodic meetings among team leaders charged 
with product development, marketing, and patent portfolio 
development, because each of these areas overlaps the other 
areas. In other words, managing each one of these three areas is 
best done with knowledge of developments in the other two.

When the heads of product development, marketing, and 
patent portfolio development get together, they can inform 
one another of developments in their respective areas. In 
this way, product development can be conducted with a 
view to satisfying market needs while directed to things 
for which meaningful patent protection can reasonably be 
expected. (Making product development a market-driven 
process is good; market-driven product development coupled 
with patent savvy is better yet.) Similarly, patent portfolio 
development can be conducted with a view to getting 
patents aimed at protecting products under development. 
(Managing patent activity as a component of patent portfolio 
development is good; informing patent portfolio development 
with market savvy is better yet.) In this fashion, patent strategy 
can work hand in glove with business strategy. Patent strategy 
informs the business strategy, and business strategy informs 
the patent strategy.

An investor might therefore inquire of a company, ‘How well 
does your company integrate its business strategy with its 
patent strategy?’ The answer to this question would be useful. 
Integrating patent strategy with business strategy is not always 
the norm. Often the patent practitioner is confronted with a 
request simply to protect the next one-off invention. However 
protecting a series of one-off inventions is not the same as 
protecting a series of innovations coming out of a deliberate 
product development program with targets established after a 
three-way conference among heads of product development, 
marketing, and patent portfolio development. Yet getting a 
direct and useful answer to such a question as we have framed 
is unlikely, because the question is open-ended and implies a 
frame of reference is not often shared.

Fortunately – and usefully for investors – patents coming 
out of deliberate product development programs of patent-
savvy companies often have characteristics making them 
readily identifiable against a background of patents for one-off 

inventions. First and foremost, such patents tend to be part 
of families of related patents. Patent savvy companies will 
typically file, not one, but rather a series, of patent applications 
directed to subject matter that is deliberately targeted. Most 
important innovations, while perhaps leading to the issuance 
of a key patent, will nevertheless be the subject of a series of 
patents. Why a series of patents rather than just one? – Because 
a patent is an imperfect vessel for holding an invention, and 
significant innovations will have enough aspects to preclude 
their being contained and protected successfully in only a 
single patent. Also because a patent-savvy company with a 
deliberate product development program will over time gain 
insights into its innovations that it did not have when it first 
filed an application for a patent.

Secondly, United States patents coming out of a deliberate 
product development program of a patent-savvy company 
tend to refer to a significant body of ‘prior art’, often that of 
the company itself. Patents throughout the world are granted 
only for inventions that are deemed sufficiently new by 
the governmental offices issuing the patents. In assessing 
patentability of inventions, governmental offices look to 
what is old, namely to what is referred to as the ‘prior art’. The 
United States requires applicants for patents issued by it to 
disclose relevant prior art known to them; prior art considered 
by the United States Patent and Trademark Office in issuing 
a patent is listed on the face of the patent. A patent-savvy 
company typically does not innovate in the dark, and therefore 
develops a collection of third-party prior art relevant to its 
product development program. The company discloses that 
collection to the United States Patent and Trademark Office 
in the course of seeking its patents, and this prior art is listed 
on the face of patents issuing to the company. In addition to 
developing a collection of third-party prior art, the patent savvy 
company also soon has its own prior art: each time it obtains 
a patent it has contributed to what is in the prior art for the 
next time it applies for a patent. Accordingly, patents issuing 
to a patent-savvy company in a field where it has a deliberate 
product development program will typically show on their 
face a considerable quantity of prior art references, of which a 
significant fraction are to patent activity of the company itself.

Patents are public documents, so the patterns of citation of 
prior art in patents can be observed by anyone with access 
to the patents. An interested investor can ask a company, ‘On 
the average, approximately how many prior art references are 
cited on the face of your patents? Of these references, how 
many of them are to patents for innovations of your company?’ 
In fact, because patents are public documents, the investor 
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could obtain the patents and look for himself — or hire a 
researcher or patent lawyer to obtain the patents, analyse 
them, and report. The larger the number of prior art references 
and the greater the fraction of prior art references being to 
patents for innovations of the company, the better the odds 
that the company is patent savvy and has a deliberate product 
development program. Greater hurdles to patentability 
imposed by legal developments in the United States are 
challenging life science companies, both pharmaceutical 
companies and medical device companies. Major life science 
companies are challenged also by products maturing in the 
pharmaceutical space, the high cost of pushing new drugs 
through regulatory approval cycles, a perceived shortage of 
candidate drugs for pushing through such approval cycles, 
patent challenges by generic manufacturers, and limitations 
on reimbursement for drugs and device usage imposed 
by health insurers. Every one of these factors makes strong 
patent protection more important to pioneering life science 
companies, and raises the stakes associated with patent 
activity.

One approach of pioneering drug companies to deal with 
a maturing pharmaceutical has been to introduce a new drug 
that is the combination of the maturing pharmaceutical with 
another drug. Unfortunately for pioneering drug companies, 
legal developments in the United States make it more difficult 
to obtain, and easier (for generic manufacturers) to challenge, 
patents for combination drugs. Combination drug patents are 
easier to challenge when the combination drug performs as an 

expected combination of each of its components, and harder 
to challenge when the combination produces unexpected 
results. A company is more likely to obtain a combination 
having unexpected results when it has a deliberate research 
program to develop a product meeting these criteria. In other 
words, what we have already said about the desirability of 
being both patent savvy and running deliberate product 
development programs remains true in this context as well.

Medical device and diagnostics manufacturers must also 
develop strategies to cope with higher patentability standards, 
which make it more difficult to obtain, and easier to challenge, 
patents for systems incorporating diagnostic and treatment 
regimens. The simpler the system, the more easily it can be 
challenged as relying merely on a law of the nature as opposed 
to a technological innovation. Again, a company having a 
product development program headed by an individual who 
is also informed by the head of the company’s patent portfolio 
development will know the importance of specific structures, 
built in to the company’s diagnostic and treatment systems, 
that have proprietary features and unexpected results.

The simple inquiries we have articulated here can help 
separate those companies having patent strategies well 
integrated with business strategies from those companies 
lacking such integration. In this distinction lies an important 
ingredient for success.

Bruce D. Sunstein is the founder of Sunstein Kann Murphy & Timbers LLP.

Two questions that commonly face applicants for US patents 
are ‘When should I file my patent application?’ and ‘What 
information should I include in my patent application?’ In the 
therapeutics area, should an inventor file a patent application 
as soon as he or she contemplates that a particular drug 
may be useful for treating a particular disease? Or should 
the inventor wait until he or she can test the drug? A recent 
decision by the US Court of Appeals for the Federal Circuit 
(CAFC), the court that hears patent appeals, may affect the 
answers to these questions for applicants who seek to patent 
therapeutic methods.

The In re ‘318 Patent Infringement Litigation
The potential danger in filing a patent application to a 
therapeutic method with no data and no explicit explanation of 
the insight involved in the invention’s conception is highlighted 
by the In re ‘318 Patent Infringement Litigation, 583 F.3d 1317 
(Fed. Cir. 2009) (the ‘318 Litigation’). Although the claimed 

invention, directed to a method for treating Alzheimer’s disease 
with galantamine, was actually useful, the CAFC found the 
patent invalid due to lack of a credible utility on the patent’s 
filing date. The patent provided ‘short summaries’ of six 
scientific papers in which galantamine had been administered 
to humans or animals, but it “did not provide analysis or 
insight connecting the results of any of these six studies to 
galantamine’s potential to treat Alzheimer’s disease in humans” 
or “refer to any then-existing animal test results involving the 
administration of galantamine in connection with this animal 
model of Alzheimer’s disease”.

The court observed that “typically, patent applications 
claiming new methods of treatment are supported by test 
results”, adding that “animal tests showing that a new non-
obvious compound ‘exhibits some useful pharmaceutical 
property’ are sufficient to demonstrate utility” and that “under 
appropriate circumstances ... the first link in the screening 
chain, in vitro testing, may establish a practical utility for 

g No data, no patent? – establishing a credible utility for 
therapeutic method patents

BY ELDORA L. ELLISON AND CYNTHIA M. BOUCHEZ
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the [pharmaceutical] compound in question”. The court 
further stated that “neither in vitro test results nor animal test 
results … were provided. The results from the ‘318 patent’s 
proposed animal tests of galantamine for treating symptoms 
of Alzheimer’s disease were not available at the time of the 
application, and the district court properly held that they could 
not be used to establish enablement”.

In addition, the court noted that the patentee, Janssen, did 
not contend, either during prosecution or at trial, that the six 
scientific papers discussed in the ‘318 patent established utility. 
Instead, Janssen argued that utility may be established by 
analytic reasoning. In particular, Janssen argued that the patent 
set forth evidence from studies demonstrating galantamine’s 
effects and connected it to a model for Alzheimer’s therapy. 
The court disagreed, concluding that these insights were 
not described in the patent and the patent merely states a 
hypothesis and proposes testing to test the hypothesis.

In Rasmusson, a case decided before the ‘318 Litigation, the 
CAFC found that claims directed to a therapeutic method were 
not enabled, due to lack of a credible utility, until the efficacy 
of the method was demonstrated. (Rasmusson v. SmithKline 
Beecham Corp., 413 F.3d 1318 (Fed. Cir. 2005).) Just as in the 
‘318 Litigation, Rasmusson’s therapeutic method also was 
ultimately determined to be useful. Rasmusson had filed a 
series of continuation applications, i.e., identical applications. 
However, the USPTO determined that the utility requirement 
was not met until successful test results were reported during a 
scientific presentation that occurred in between the filing dates 
of Rasmusson’s eighth and ninth continuation applications. 
Accordingly, the USPTO concluded, and the CAFC affirmed, 
that Rasmusson’s first eight applications lacked utility, but 
that his ninth application did contain a credible utility and 
that Rasmusson was entitled to the filing date of his ninth 
application.

Implications of the ‘318 Litigation in View of Rasmusson
The CAFC’s decisions in the ‘318 Litigation and in Rasmusson 
create a dilemma for an applicant who has contemplated 
a particular method of treatment but has not yet obtained 
any data to substantiate her patent claims. An applicant who 
delays filing until such data become available runs the risk 
that a competitor may beat her in a race to the patent office. 
In the US, the competitor’s application may become prior art 
against the applicant when the competitor’s application is 
published or when it issues as a US patent. If the applicant and 
the competitor seek to claim the same invention in the US, 
the question as to who was first to invent the invention would 
need to be resolved in a patent interference proceeding, and 
the applicant who was first to file will initially have a strategic 
advantage in the proceeding. Outside of the US, an applicant 
who is second to file will likely be unable to obtain a patent 
because of the first-to-file approach used globally. As the ‘318 
Litigation and Rasmusson cases illustrate, there are palpable 
risks associated with filing a patent application directed to a 
method of treatment in the absence of substantiating data. 
How can such an applicant possibly shore up her case? Some 

strategic options worth considering include the following.
First, do no harm: In finding the patent invalid for lack of 

a credible utility, the CAFC in the ‘318 Litigation pointed to 
statements made by the applicant to counter an allegation 
of unpatentability for obviousness. For example, the CAFC 
stated, “both in responding to the examiner’s obviousness 
rejection and in responding to the obviousness defense at 
trial, the inventor and Janssen’s witnesses explicitly stated that 
the utility of the invention could not be inferred from the prior 
art testing described in the application”. Notably, the inventor 
stated, “nothing in the prior art leads to an expectation of 
utility against Alzheimer’s disease”, and that when she filed the 
application she “certainly wasn’t sure” that galantamine would 
work for treating Alzheimer’s disease. While such statements 
weigh against a finding of unpatentability for obviousness, 
the statements apparently hampered Janssen’s later efforts to 
establish utility.

Provide analytic reasoning in the application: On appeal, 
Janssen argued that, in some cases, utility may be established 
by analytic reasoning. While the CAFC pointed out that no such 
cases had been brought to its attention, it did not reject such a 
notion out of hand. Rather, it acknowledged that the US Patent 
and Trademark Office (USPTO) recognises that “arguments or 
reasoning” may be used to establish an invention’s therapeutic 
utility. Janssen asserted that the prior art tests and proposed 
animal tests disclosed in the application would lead one to infer 
that galantamine would be therapeutically useful. The CAFC 
was not persuaded by Janssen’s arguments and stated, “these 
insights, however, are nowhere described in the specification. 
Nor was there evidence that someone skilled in the art would 
infer galantamine’s utility from the application, even if such 
inference could substitute for an explicit description of utility”. 
Relying upon Rasmusson, the CAFC found that Janssen’s patent 
application did “no more than state a hypothesis and propose 
testing to determine the accuracy of that hypothesis”, which it 
deemed “not sufficient”.

Consider providing post-filing date data to the USPTO: The ‘318 
Litigation begs the question as to whether Janssen’s patent 
would have survived had Janssen submitted data to the USPTO. 
The CAFC noted that, while results from animal tests or in vitro 
experiments may be sufficient to satisfy the utility requirement, 
no such data had been provided to the USPTO. However, 
the patent examiner did not question the utility of Janssen’s 
invention, and such data did not become available until after 
the patent issued. In distinguishing a prior case in which the 
utility requirement was found to have been satisfied, the CAFC 
noted that, unlike in Janssen’s case, “the testing was submitted 
to the PTO during prosecution”. Would Janssen have been 
wise to have delayed issuance of the patent until such results 
could have been submitted to the PTO? Because a patent 
application must have a credible utility as of its filing date, the 
mere submission of post-filing date data may not have been 
sufficient to have rescued Janssen’s defective application. 
However, many applicants have overcome rejections by 
submitting post-filing date data, and thus this option should be 
considered.
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Consider filing a continuation application: Would Janssen 
have fared better had it provided substantiating data while 
its application was pending, and then filed a continuation 
application after such data became available? Consider 
Rasmusson, whose ninth identical continuation application 
was found to have had a credible utility in light of the public 
disclosure of successful test results. Perhaps the outcome for 
Janssen would have been different had data become publicly 
available before the patent issued and had Janssen filed a 
continuation application after such data became available. 
The Rasmusson and the ‘318 Litigation decisions suggest that 
such a strategy should be considered by applicants who find 
themselves similarly situated. However, an applicant should not 
take complete comfort in such a fall-back strategy. For example, 
in Rasmusson, Rasmusson’s own European patent application 
containing the same disclosure as his US applications became 

prior art against his ninth-filed US continuation application, 
thus raising doubts about the patentability of the claims in 
the ninth continuation application. Additionally, competing 
patent applications or prior art by third parties may preclude 
patentability.

The ‘318 Litigation and Rasmusson cases highlight the risks 
of pursuing therapeutic method claims without substantiating 
data. Although there may be ways to avoid the predicament 
faced by Janssen and Rasmusson, such cases should 
provide additional incentive for applicants to include in their 
applications analytical reasoning and/or experimental data to 
substantiate the scientific insights that led to the invention. 

Dr Eldora L. Ellison is a director and Dr Cynthia M. Bouchez is an associate 

at Sterne, Kessler, Goldstein & Fox P.L.L.C.

GlaxoSmithKline (GSK) this year announced plans to create a 
‘patent pool’ to help tackle neglected tropical diseases (NTDs), 
a group of tropical infections that are particularly endemic in 
low-income populations in Africa, Asia and South America. 

These include malaria, tuberculosis, binding trachoma and 
leprosy. The government has stated that it plans to meet chief 
executives of the major pharmaceutical companies to ask 
whether they are planning to join GSK’s initiative, and also 
support a patent pool for HIV medicines being designed by 
UNITAID, an international organisation launched by France, 
Brazil, Chile, Norway and the UK that purchases medicines for 
the developing world.

Access to medicines
There is an urgent need to develop better drugs and vaccines 
for NTDs in the developing world. Although NTDs affect 
one-sixth of the world’s population, it has been estimated 
that only 10 percent of the global medical research spend is 
focused on diseases that account for 90 percent of the global 
disease burden. The lack of purchasing power of communities 
affected by these diseases has traditionally limited the financial 
incentives of pharmaceutical companies to invest in research 
and development (R&D) in these areas. Many attempts have 
been made to encourage pharmaceutical companies to 
undertake R&D in NTDs, a market with little commercial return. 
Indeed, the US Food and Drug Administration (FDA) has fast 
tracked drugs targeting NTDs.

Patent pools
A patent grants the owner an exclusive right to the particular 
invention (whether a product or process) for 20 years (in most 
countries). The patent system requires full disclosure of the 

invention and allows for dissemination of information to enable 
others to exploit the invention upon the expiry of the patent, 
which leads to ongoing innovation. While the monopoly seeks 
to secure the return of the enormous expenditure into R&D 
of a new pharmaceutical, the commercialisation of medicines 
for treatment of some diseases is sometimes not profitable for 
a patent owner. For example, low margins may occur where 
there is a small patient population. Low profits may also be 
found where the disease is widespread in populous centres 
but the medicine is priced at a level beyond the reach of the 
patient population such that any sales are low.

A patent pool is an agreement between two or more patent 
owners to pool certain patents in order to licence those 
patents to each other or to third parties. The key feature of a 
patent pool is the ability for the patents to be licensed as a 
package (i.e., a one-stop shop) rather than individually, thus 
reducing the number of licences required and the necessary 
and consequential transaction costs. A pool can also be 
used to manage royalty stacking. A patent pool is a means 
to enable parties to gain a licence to any ‘blocking’ patents 
(i.e., essential patents for compliance with any standard or 
where the medicine will necessarily infringe the patent), any 
complementary patents and any substitutable patents on 
standard, reasonable and non-discriminatory terms. A pool 
need not be limited to patents but may also include know-how 
and other intellectual property rights. Patent pools are often 
private arrangements, and therefore the details of many pools 
or their mechanics are not widely publicised.

Patent pools have been around for about 150 years. They are 
well-known in the area of electronics and telecommunications 
where the establishment of standards to ensure the 
interoperability of new products is important to the success 

g Pharmaceutical patent pools

BY DAVID POUNTNEY, ANNE CHRISTOPHER AND NICK BECKETT
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of any new technology. As the Organisation for Economic Co-
operation and Development (OECD) has previously reported, 
patent pools in the pharmaceutical and biotechnology sectors 
are fundamentally different from those in the electronics 
sector; standards for interoperability are of low importance and 
dominant players may have little incentive to contribute due to 
the historically successful blockbuster business model.

In its 2000 report, the US Patent and Trade Mark Office 
(USPTO) recognised the concerns of there being a potential 
lack of access to biotechnology patents (particularly those 
for genomic inventions) and identified patent pools for the 
biotechnology sector as being a possible solution. The benefits 
of patent pools in this sector were said to be: elimination of 
‘blocking’ patents or ‘stacking’ licences; reduction of licensing 
transaction costs; distribution of innovation risk (for example, 
where members of the pool receive a set percentage of the 
pool’s royalties irrespective of the value or contribution of their 
patents); and a sharing of information relating to the patented 
technology among members of the patent pool.

Geographic focus
Patent pools, especially in the biotechnology area, can 
encourage greater innovation, parallel research and 
development, and help to avoid patent bottlenecks. GSK’s list 
covers approximately 80 GSK patent families (which include 
over 500 granted patents and over 300 pending applications). 
However, HIV/AIDS, which affects millions of Africans, is not on 
the list of diseases for the patent pool as the company feels 
that there is already enough research in this area. GSK is also 
including in the list some patent filings for some compounds 
and uses GSK is actively developing. Licences to third parties for 
these filings could be provided in a different NTD therapy area, 
or a different compound covered by the patent that GSK are 
not currently developing. GSK is also encouraging researchers 
to approach the company if they consider GSK patents and 
granted patent applications not specifically directed to 
NTDs, (but covering small molecule formulations, delivery 
technologies or processes of manufacture or use that could 
assist in developing such a medicine) may also be useful to 
further research into NTDs.

How will the GSK patent pool work?
GSK has announced that the framework and structure of the 
pool will evolve as other participants join the pool. However, 
the broad proposal divides the pool into three parts. Firstly, 
GSK patents directed at treatments for NTDs. Where the patent 
covers a compound or use that GSK is actively developing, 
licences may be granted for different NTD therapy areas or a 
different compound covered by the patent that is not being 
developed by GSK. Where a third party has a contractual 
right to the patent or know-how, GSK will seek permission 
for a licence. Secondly, GSK patents not directed to NTDs but 
which cover inventions that will assist in the development of 
treatment for a NTD – third parties with defined plans may 

apply for a licence in a field which GSK is not developing. And 
thirdly, GSK ‘know-how’. Third parties may apply to receive a 
transfer of know-how to assist with research and development 
to use small molecule therapeutics for NTDs.

It appears that standard ‘one-size-fits-all’ terms are not being 
contemplated with this pool; each will be negotiated on terms 
relevant to the proposal. While royalties are not payable for 
LDCs, GSK has made it clear that caveats do apply. First, the 
licences are only available outside existing GSK development. 
Second, GSK has indicated that the ‘favourable terms’ upon 
which it will grant the licences may impose geographical 
and therapeutic restrictions. The licences are not restricted 
to LDCs; GSK has mooted the granting of licences to allow 
sales in developing countries on a royalty basis (whether that 
licensee is a third party or GSK itself ) but stated its preference 
to negotiate on a case-by-case basis.

Other pharmaceutical patent pools
The GSK proposal for a patent pool is not the first for medicines. 
In response to the SARS outbreak in 2003, the WHO instigated 
a patent pool for the development of a treatment or vaccine. 
Several groups around the world were simultaneously involved 
in the identification of the SARS virus and genome sequencing. 
Concerns were held that as various parties were filing patent 
applications, ongoing research and development could be 
impaired by the potential need to seek multiple licences with 
multiple parties.

In July 2008, UNITAID announced a proposal that it was 
creating a patent pool for AIDS treatment for “patients in 
low-income and middle-income countries with increased 
access to more appropriate and affordable medicines”. The 
proposal was stated to be “aimed at lowering the barriers to 
market entry for generic drug manufacturers while maintaining 
royalty payments to patent holders” with a focus on paediatric 
antiretroviral medicines (ARVs) and new combinations. It is 
understood that the pool will be operational this year. Details 
of the outcomes from the UNITAID Briefing for Delegates to the 
62nd World Health Assembly on 20 May 2009 are not available 
at the time of writing.

Pharmaceutical patent pools may herald a new era for 
research into NTDs and the commercialisation of treatments for 
those suffering from NTDs. The challenge will be to ensure that 
the proposal does not become mere rhetoric but produces 
concrete results. The first hurdle will now be to persuade other 
companies to join the pool. Whether the improved access to 
the pooled patents will result in greater access to medicines 
remains to be seen but the key first step has been taken by 
GSK.

Dr David Pountney is Scientific Consultant and Nick Beckett is head of 

the Lifesciences Sector group, at CMS Cameron McKenna, and Anne 

Christopher is an intellectual property lawyer.
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For several years stem cells have been hailed as the therapy of 
the future, with promises that they will enable the generation 
of transplant organs and provide cures for a large number of 
diseases. Without adequate financial incentives pharmaceutical 
companies will not make the required investment into new 
stem cell research and into the process required to obtain 
marketing authorisations for stem cell derived therapeutics. 
The patent system is intended to offer such an incentive by 
providing innovators in the industry with at least a 20 year 
market monopoly for their novel and inventive therapeutics 
(via the grant of a patent). To ensure the patent system 
provides an adequate incentive to the pharmaceutical sector, 
it is essential that robust and clear patent laws, relating to stem 
cell derived inventions, are put in place. Until recently, there 
was little to provide potential investors with confidence that 
stem cell derived inventions could adequately be protected by 
patent in Europe.

Basic introduction to stem cells
Stem cells have the ability to be grown in cell culture and give 
rise to specialised cell types (e.g., skin or liver cells). It is this 
ability to differentiate into a wide range of human cells which 
makes stem cells, in particular human embryonic stem cells 
(hESCs), a subject of interest to the medical sciences. Stem cells 
have the potential to be used therapeutically, for example, to 
replace the nerve, liver or skin cells of a patient that have been 
lost because of disease.

Stem cells are classified according to their differentiation 
potential. Human totipotent stem cells have the ability to 
develop into any cell of the human body. If implanted into 
a suitable environment totipotent stem cells can develop 
into a viable pregnancy. The daughter cells of totipotent cells 
(pluripotent stem cells) lose this ability. Pluripotent stem cells 
however maintain the ability to differentiate into a wide range 
of types of cells. Further classes of stem cells exist with varying 
degrees of ability to differentiate into a range of cell types. The 
majority of proposed stem cell therapeutics do not require 
totipotent stem cells.

Historically, all types of hESCs have been isolated from 
embryos. Original isolation methods required the destruction 
of an embryo, leading hESC science to be viewed by some as 
unethical. It is now possible to obtain stem cells by obtaining 
samples grown in stem cell banks, thereby avoiding the need 
for direct destruction of an embryo.

Some stem cells can be isolated from non-embryonic 
tissue. Known as adult or somatic stem cells, they are typically 
not totipotent or pluripotent, have a limited differential 
capacity and are rare; rendering them of less immediate 
commercial interest when compared to hESCs. Recently, 

induced pluripotent stem (iPS) cells have been generated 
by manipulation of adult stem cells. Although such stem 
cells carry with them less ethical issues than hESCs, there are 
concerns that induced iPS cells may cause harmful side effects 
and so further research in this area is required. 

Patentability of inventions relating to human embryonic 
stem cells
Perhaps unsurprisingly, the laws governing the European 
patent system and national patent laws are not always in 
conformity and both laws often require amendment or 
interpretation in order to be applied to emerging technologies; 
such as those relating to stem cells. Two cases before the 
European Patent Office (EPO) have been the key driving forces 
in the interpretation of patent laws when considering stem cell 
related inventions: the ‘Edinburgh Patent’ and the ‘Wisconsin 
Alumni Research Foundation (WARF) application’. The grant 
of the Edinburgh Patent and the WARF application were 
challenged before the EPO and both concern hESCs. 

A first view: patenting issues pre WARF (G2/06)
European and UK patent laws do not permit the patenting of 
an invention if the commercial exploitation of the invention 
is contrary to ‘ordre public’ or morality. This exclusion from 
patentability has been known for some time to encompass 
uses of human embryos for industrial or commercial purposes 
and the patenting of the human body at the various 
stages of its formation; but the effect of the exclusion on 
the patentability of inventions relating to hESCs required 
clarification. Patenting non-human embryonic stem cells or 
adult stem cells has always generally been considered to be 
patentable.

The first reported hESCs related patent to be questioned in 
detail by the EPO was the Edinburgh Patent (European Patent 
No 0695351). Initially granted by the EPO, this patent was 
opposed by 14 parties on the grounds that it contravened the 
morality exemption by providing patent protection for hESCs. 
The Opposition Board agreed and the Patent was amended to 
exclude hESCs. Following this case, EPO practice excluded the 
patenting of hESCs and any application embracing them. Such 
a decision did not provide any comfort for those investing in 
stem cell research. 

The UK Intellectual Property Office (UKIPO) however took 
a slightly different view due to input from influential UK 
political, medical and scientific bodies, and most importantly 
from a report on stem cell science by the House of Lords. The 
view of the UKIPO was that the patenting of totipotent hESCs 
should not be permitted, but that pluripotent hESCs should 
be allowed patent protection; principally because unlike 

g Patenting stem cells in Europe

BY CRAIG THOMSON AND DR LOUISE PYE 
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pluripotent cells, totipotent cells can be seen as an early stage 
in the development of a human. 

The Edinburgh Patent decision therefore set some 
boundaries, but did little to support hESC research and 
resulted in a disparity between European and UK patent law. 
This remained the situation until the WARF application was 
considered by the EPO. 

WARF’S application 
The WARF application included claims to primate stem cells 
(which encompassed hESCs). The application only disclosed one 
method of producing the claimed hESCs, which involved the 
destruction of a human embryo. The EPO Examining Division 
rejected the patent application for claiming subject matter that 
was considered contrary to the morality provisions in European 
Patent Law. After several years of appeals, the most senior board 
of appeal at the EPO (the EBA) reviewed the case and the legal 
briefs submitted to them by numerous third parties.

In their decision (G2/06), the EBA concluded that claims 
to hESCs were not patentable when, at the filing date of the 
patent application in which such claims are presented, the 
hESCs could only have been prepared by a method that 
involved the destruction of a human embryo. Consequently 
the WARF application was rejected. WARF therefore clarifies 
what is not patentable. Unfortunately, what the WARF decision 
does not provide is absolute clarity on what aspects of stem 
cell research are patentable. 

The EPO in WARF did not explicitly reverse the decision in 
the Edinburgh Patent that excludes hESCs from patentability, 
however many consider that the WARF decision strongly 
implies that (apart from totipotent stem cells) hESCs are 
patentable as long as they may be produced without requiring 
the destruction of an embryo. A recent review of the EPO’s 
examination of pending patent applications that relate to 
hESCs (post-WARF) indicates that the EPO share the above 
interpretation of the implicit teachings of the WARF case. The 
EPO do not appear to be currently objecting to claims drawn 
to hESCs on the grounds that such subject matter is immoral, 
as long as the claimed stem cells were able to be produced 
without destroying an embryo at the filing date of the patent 

application. The EPO’s current practice demonstrates that such 
claims in patent applications filed after 06 November 1998 are 
likely to be acceptable; this being the date when the first stem 
cells would have been made available to the public via a stem 
cell bank (and so stem cells could be obtained from the bank 
without the need to destroy an embryo).

Following WARF, UKIPO and EPO patent practice would now 
appear to have been brought closer together. 

Conclusions
Prior to the WARF decision, investors in stem cell technologies 
could have had little confidence that the technologies in which 
they invest would be capable of adequately being protected 
across Europe. Only a small number of countries, including 
the UK, had explicitly stated that they would not follow the 
EPO’s approach and would permit patenting of pluripotent 
stem cells. After WARF, investors should now have more 
confidence, particularly in light of current European Patent 
Office practice, that patents will be granted by the European 
Patent Office for protecting human embryonic stem cells 
and related technologies; albeit only patent applications filed 
after 6 November 2008. Comfort can also be gained from the 
fact that it is the pluripotent hESCs that are most likely to be 
approved for patent protection in Europe, and those cells are 
the principle focus for stem cell derived therapeutics.

WARF however has not provided complete clarity on the 
issue of protection of human embryonic stem cells in Europe. 
We look forward to further decisions issued by the European 
Patent Office which will no doubt help clarify the law in this 
area and thereby provide further encouragement to investors, 
and so further development in this technical field. Any 
improvement in the clarity of law in this area in Europe is to 
be welcomed, particularly following President Obama’s lifting 
of the Bush administration’s ban on using federal funding for 
US stem cell research. Without a clarified patent law in Europe, 
valuable research talent and investment in this field may be lost 
to the US.

Craig Thomson is a Director of Patents and Dr Louise Pye is a patent 

attorney at Murgitroyd & Company. 

It is understandable that biopharmaceutical companies are 
keen to recover the significant investment in bringing a new 
product to market – indeed, the most quoted calculation 
of this cost for pharmaceutical products stands at $802m. 
Therefore, the length of patent protection afforded to 
new medicinal products is of critical importance to the 

biopharmaceutical industry. In the UK, patent protection 
affords the patent owner a 20 year monopoly to exploit a 
new inventive product and recoup their development outlay. 
During this term of protection, the patent holder can restrain 
the activities of competitors and their ability to join the market. 
For biopharmaceutical companies, this protection is invaluable.

g Using Supplementary Protection Certificates to protect 
biopharmaceuticals

BY JOANNE FLACK
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However, the lengthy marketing authorisation procedure 
for medicinal products in Europe inevitably delays product 
marketing. This delay effectively reduces the term of patent 
protection enjoyed by biopharmaceutical companies, and 
therefore their return on investment. Supplementary Protection 
Certificates (SPCs) aim to offset the delay caused by obtaining 
marketing authorisation. They can be granted to extend the 
term of protection of qualifying medicinal products, but only 
extend protection to the medicinal product covered by the first 
marketing authorisation to place the product on the market, 
not the term of the whole patent itself. Otherwise, the SPC 
confers equivalent protection as under the basic patent for the 
product.

The length of protection under the SPC depends on the time 
taken to obtain marketing approval. The length is calculated 
by a complex formula which takes a period equal to the time 
elapsed from patent grant to first marketing authorisation 
grant, and reduces the resulting period by five years. This 
period of SPC extension is subject always to a maximum of five 
years, unless it is extended. 

One such extension of a further six month term extension is 
available for medicinal product patents for which an SPC has 
been (or is eligible to be) granted. This secondary extension 
is obtainable if paediatric testing of the medicinal product 
has been completed in accordance with a programme of 
research (a paediatric investigation plan or PIP) agreed with 
the Paediatric Committee of the European Medicines Agency 
(EMEA). The extension aims to encourage testing and trials 
in children, to ensure the safety of these medicines when 
administered to children. Because the paediatric extension is 
available whether or not the medicinal product is found to be 
suitable for paediatric use, it is essentially a reward for having 
conducted the PIP tests and publicising the results in the 
marketing authorisation. In the absence of such testing many 
medicinal products are prescribed nonetheless to children (so 
called ‘off-label’ use), because there is no alternative.

The PIP also specifies the timings and the measures 
proposed to assess the quality, safety and efficacy of the 
medicinal product in all relevant subsets of the paediatric 
population. It should also describe any measures to make the 
product more acceptable, easier, safer and more effective for 
different subsets of the paediatric population. The paediatric 
extension application needs to include the relevant marketing 
authorisations for the medicinal product, incorporating a 
statement of compliance with the PIP requirements and stating 
the results of the PIP studies. In addition, if the SPC was not 
obtained through the European centralised procedure, then 
the SPC applicant also needs to show that these relevant 
marketing authorisations have been obtained across all 
member states of the EU. 

These paediatric extensions can be applied for with an 
application for an SPC, or whilst it is pending. Further, until late 
January 2011, the paediatric extension can be submitted any 
time prior to six months before the expiry of a granted SPC. 
After 26 January 2011, paediatric extensions must be submitted 
two years before SPC expiry. Since these extensions are highly 

valuable to biopharmaceutical companies, and because upon 
reading the legislation permitting these extensions can be 
highly confusing, there have been numerous cases across 
Europe examining when SPCs and paediatric extensions can 
be granted to increase the term of patent protection and 
the scope of the extensions available. The outcome of these 
cases is absolutely critical to maximise the protection of the 
biopharmaceutical product and the realised profits.

Both SPCs and paediatric extensions are national rights, 
although their basis is in European law. Therefore, it is the 
decision of the competent national intellectual property 
office as to whether an SPC or paediatric extension should be 
granted. In the UK this is the UK Intellectual Property Office 
(UKIPO), but other countries may decide on the law separately. 
However, they can ask the European Court of Justice for 
further guidance where they are unclear on how the European 
legislation should be interpreted.

Some of the most important of those cases considered in 
the UK during 2009 demonstrate the approach being taken 
in the UK to the grant of these valuable SPC and paediatric 
extensions, and how the two extensions of protection interact. 
In one such case, Merz had obtained an SPC for its product 
memantime. This SPC was based upon an EU-wide marketing 
authorisation and a European patent. Synthon challenged this 
grant, stating that the length of the SPC should have been 
calculated using earlier marketing authorisations. Calculation 
based upon these earlier authorisations would have rendered 
the SPC invalid or expired. However those earlier marketing 
authorisations had not required safety or efficacy testing as is 
now necessary within the EU.

This issue also arose in relation to Generics (UK) Limited’s 
claim that Synaptech Inc’s SPC application for galantamine 
was invalid. Synaptech’s SPC was based on a European patent 
and a Swedish marketing authorisation for the treatment 
of Alzheimer’s disease. Generics (UK) pointed to two earlier 
authorisations for products containing the same active 
ingredient for the treatment of poliomyelitis. Again, these 
earlier authorisations did not require safety or efficacy testing. 
As such, the UK Courts have asked for further guidance as to 
whether these earlier authorisations are the first to authorise 
the product in the EU, or whether the first authorisation 
meeting EU requirements should be used instead.

Further cases have examined how SPCs and paediatric 
extensions interrelate. Merck had applied for an SPC and 
paediatric extension for sitagliptin phosphate monohydrate, 
marketed as Januvia. The delay caused by marketing 
authorisation was less than five years, so when the formula 
for calculating the length of the SPC was calculated, the 
term of the SPC would have been minus three months and 
14 days. However, with the six month paediatric extension 
the term would have been positive. The question arose as to 
whether any paediatric extension could be granted in these 
circumstances; and if so whether it would be for the standard 
six month term, or a shorter term reduced by the minus term 
of the SPC.

The relevant legislation governing the grant of the paediatric 
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extension states that no paediatric extension should be 
granted unless an SPC is also granted. However, the UKIPO 
held that there could be no valid objection to the grant of 
the paediatric extension – nothing in the legislation expressly 
forbade the grant. This seems to be the correct approach, 
considering that the motivation for granting a paediatric 
extension is different from the motivation for granting an SPC. 
Similar decisions concerning Merck’s application across the EU 
have, however, differed in approach.

The question has also arisen as to whether a paediatric 
extension can be granted where there is no compliance 
statement in the marketing authorisation. Merck applied 
for a paediatric extension to their SPC for Casofungin, and 
anti-fungal product Cancidas. They had received a positive 
opinion from EMEA stating that tests had been carried out 
in compliance with the agreed PIP, but had not included the 
compliance statement in the relevant marketing authorisation. 
Merck were denied the extension, but it was emphasised 
that they were permitted to supply the statement within a 
reasonable timeframe for rectification.

Dupont also had to fight this point in the High Court in 
relation to their paediatric extension for the hypertension 
treatment Losartan, marketed as Cozaar. Dupont’s paediatric 
extension was initially refused. Although they had received a 
positive opinion from EMEA regarding compliance with the PIP, 

again the marketing authorisation contained no statement of 
compliance with the PIP. In this case the Dutch Patent Office 
had not issued the varied marketing authorisation until after 
the paediatric extension deadline. The court said that Dupont 
could not rely on an unrelated marketing authorisation for 
another product containing the same active ingredient, but 
gave Dupont time to correct the ‘irregularity’ in its application. 
The fact that the marketing authorisation was not available due 
to reasons outside of its control at the date of the extension 
application was not fatal, and Dupont’s conduct was not such 
that the extension should be denied.

These cases demonstrate the lengths that originator and 
generic biopharmaceutical companies will go to in order to 
secure or oppose the granting of a relatively short period of 
additional protection, and therefore exhibits the value of these 
rights. SPCs and paediatric extensions are and will remain vital 
ways to recoup investment in research and development in the 
biopharmaceutical industry. Whilst so much of the legislation 
remains unclear and untested it is therefore expected that 
these complex and highly technical disputes will continue to 
arise, and biopharmaceutical companies will need to continue 
to invest thought into their protection strategies.

Joanne Flack is an Intellectual Property and Technology solicitor at 

Martineau.

With Law 22 February 2006 No. 78, the Italian Parliament 
converted into law the decree-law 10 January 2006 No. 3, 
by which Italy implemented EC Directive 98/44 on the legal 
protection of biotech inventions. In fact, Italy was one of the few 
EU member states not to have implemented the Directive. This 
had led to its being censured by the ECJ, in a ruling of 16 June 
2005, C-456/03.

However, since the beginning of the 1990s the Italian courts 
have been dealing with the validity and infringement of biotech 
inventions, admitting patentability and protecting them in 
terms which are essentially in line with the Directive and, before 
this, with the rulings issued by the EPO Board of Appeal.

The Italian case law
If we quickly go through the inventions handled in the first 
cases in this area in Italy, we see that they essentially concern 
the use of DNA (or rather, of its specific parts called ‘genes’, and 
formed of base units called nucleotides) for the production 
of active biological substances, through insertion in micro-
organisms selected for that purpose (e.g., yeasts and bacteria).

The first Italian case regarding biotech inventions concerned 
a number of patents relating to the recombinant production of 
erythropoietin, a key protein in the treatment of illnesses such as 

haemophilia, but rather scarce in nature. The second – the first 
to have obtained a trial decision – concerned the identification 
of the genetic sequence of the hepatitis C virus (or rather, of 
most of it) and the use of this discovery in the production of 
immunoassay kits to identify the presence of this illness in 
the blood. In both cases the invention consisted essentially in 
identifying the genetic information (i.e., the DNA sequence) 
relative to the production of the protein and subsequently 
inserting it in a micro-organism which is thus capable of 
producing the desired amount of the protein in question.

The scope of protection
Taking our starting point from the above cases, it seems evident 
that one of the key points of biotech research is identifying the 
sequence of nucleotides constituting a certain gene and, as 
we have seen, containing the necessary genetic information 
for production of a corresponding protein: i.e., the discovery of 
something which already exists in nature but is unknown. Thus, 
taken to its extremes, this would possibly mean that the greatest 
results in biotech research whose achievement requires the 
greatest (also financial) efforts are non-patentable.

However, the Italian courts, and in particular the Court of 
Milan in its ruling of 11 November 1999, have stated that the 

g Patents on biotech inventions and GMOs in Italy 
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legislation does not authorise this interpretation since Art. 
45 Industrial Property Code excludes from patenting only 
discoveries “considered per se”, which means, on the contrary, 
that discoveries are also patentable if they are not simply 
theoretical but may also be open to technical application. An 
extremely important corollary to this principle is naturally that 
the pre-requisites of validity of the invention, and particularly 
inventive step, must be assessed in relation to the discovery and 
not to its application, which may per se be within the range of a 
skilled practitioner in the field. If applied to biotech inventions, 
this principle means that the sequences of nucleotides of a 
certain gene may also be patented with regard to their technical 
application, while these sequences may be freely used by others 
for different non-equivalent uses.

If, as has been said, the fundamental importance of 
many biotech inventions lies in identifying the sequence 
of nucleotides which codes for a certain protein to be 
reproduced, it is evidently crucial to establish, on the one hand, 
when the invention may be considered sufficiently described 
and, on the other, to define the scope of protection of the 
relative patent. To this purpose, the Italian courts have admitted 
the criterion of homology, or rather of partial identicalness. The 
same criteria were then adopted to determine infringement, 
which had been ascertained in the use of two immunologically 
active fragments of the virus, traceable to the sequence 
covered in the patent, in immunoassay kits, even if they did not 
correspond exactly.

The above decision also handled a further problem, that 
of establishing whether other polypeptides corresponding 
to parts of the virus differing from those whose genetic code 
the inventor discovered come within the scope of protection 
of a patent relating to the identification of part of the DNA 
sequence of a virus and to the viral polypeptides encoded 
by it. The Court ruled that it was not possible as the relative 
sequences were not described in the patent itself. It must, 
however, be pointed out that the notion of dependence may 
be taken into account in this regard. The question is whether 
the role of ‘pathfinder’ played by the first sequence identified 
does not lead to this situation of dependency with respect 
to the identification of the other sequences, even if it may be 
the fruit of further inventive step and therefore, hypothetically 
speaking, independently patentable.

Assessing inventive step
It is implicit in what has been stated so far that inventive 
step – a fundamental requirement for patent validity – is also 
singularly implicated in the world of biotech research.

Italian court decisions in this field have placed great 
importance on so-called indicators in favour of inventive step. 
These decisions had considered in particular the recognition 
of the scientific community and the fruitless research carried 
out at the same time by other teams. Another circumstance 
that could also have some bearing in this matter is the technical 
prejudice, which discouraged researchers from taking up 
the path then followed successfully by the inventor. From 
this perspective, which is increasingly being adopted by the 

Italian Courts in the most varied sectors of technology, it is 
not so much a question of identifying a notion of inventive 
step peculiar to biotech inventions as much as generally 
reconsidering the idea itself of inventive step, adjusting it to the 
dynamics of today’s research.

The public order limits
The Italian courts have also taken up a position on another 
problem involving biotech inventions. This concerns the 
possibility that a biotech patent may be considered null as it 
concerns living matter. In this perspective too the Italian Courts 
have adapted themselves to the interpretation of the article 
given by the EPO, equating micro-organisms obtained by 
genetic engineering with those obtained microbiologically and 
thus also admitting patenting for the former.

However, the major opposition to biotech patents, in 
particular on GMOs, is founded on considerations as to 
the hypothetical danger they pose for humans and the 
environment. Actually the Italian Law No.78/2006 introduced 
some further (and debatable) restrictive specifications in 
relation to the limits of patentability for inventions whose use 
may conflict with “human dignity, public order, good morals, 
the protection of health, the environment and the life of people 
and animals, the conservation of plant life and bio-diversity and 
the prevention of serious environmental damage”.

Whether or not the choice of the legislator is correct is, 
however, much discussed. It has in fact been noted that an 
excess of regulations and the increase in checks on the use 
of GMOs – many more than those provided for other areas 
of biotech research – leads to an escalation in costs which 
only large companies can afford, leading to many smaller 
companies being pushed out of the market and the sector 
becoming ever more concentrated, risking ever decreasing 
competition in the field. Nevertheless, the problem exists and it 
has a legal bearing.

Moreover Recital 26 of EC Directive 98/44 states: “if an 
invention is based on biological material of human origin or 
if it uses such material, where a patent application is filed, 
the person from whose body the material is taken must have 
had an opportunity of expressing free and informed consent 
thereto, in accordance with national law”. The very recent Italian 
Law 23 July 2009 No. 99, which renewed the delegation to the 
government for the revision of the Code of Industrial Property, 
expressly included among the criterions of the delegation that 
of providing sanctions for the violation of said rule.

However, despite the polemic created by the political, 
economic and moral problems involved in biotech patenting, 
we can conclude that most problems tackled by the Directive 
had already been dealt with reasonably in the Italian decisions 
mentioned at the outset. Thus the new rules seem to integrate 
rather than eclipse the principles pronounced by the Italian 
courts in interpreting general patent legislation.

Cesare Galli is a senior partner at IP Law Galli.
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In recent years, extremely important advances in technology 
applied to living tissue have undoubtedly been made, which 
have led to the opening up of a new market and to the 
creation of a series of relevant regulatory laws.

In Italy the legislative framework has only recently been 
put in place. In fact it was not until 2006 – six years late – that 
Italy implemented Directive 98/44/EC into law with Decree 
Law no. 3 of 10 January 206 and related conversion law no. 
78 of 22 February 2006. The Directive concerns the legal 
protection of biotechnology inventions, and aims to harmonise 
European laws on the subject, in order to promote investment 
in biotechnology and to foster the free circulation of biotech 
patents in the single market.

With Law 78/2006, Italy equipped itself for the first time 
with a specific legal instrument to govern biotechnology 
patents, providing a precise list of what can and cannot be 
patented, although with some limitations compared to the 
EC law. In any case it is a very basic law which has led to some 
doubts as to its application, in particular in reference to the 
procedures for obtaining patents and the unclear limitations 
on patenting genetic material. As the Italian law mirrors the EC 
law almost perfectly and the latter is very well known, having 
been adopted as long ago as 1998, it is important to highlight 
the differences between the EC and Italian law, as well as any 
possible difficulty in implementing the latter.

Differences between Law 78/2006 and Directive 98/44/EC
There are very few differences between the European and 
Italian law, and these all concern patenting limits, which 
are stricter under Italian law. Article 4(c)(3) of Law 78/2006 
absolutely forbids the patenting of human embryos and 
extends the prohibition to human embryo stem cells and any 
technical procedures using such cells. This prohibition is less 
marked in the EC Directive, which does not in fact include any 
specific provisions regarding stem cells, and puts only one 
restriction of the patentability of human embryos, which is to 
forbid their industrial and commercial use. As a result diagnostic 
or therapeutic inventions applied to human embryos may be 
patented (as provided for under preamble no. 42).

In the same way, the discipline governing the patentability 
of human genetic material is more limiting than the EC law. 
Article 3(d) provides that an invention relating to an isolated 
part of the human body or otherwise produced by technical 
means, even if the structure is identical to that of a natural 
element, may only by patented if “its industrial function and 
application are clearly indicated, described and specifically 
safeguarded”. This need for specificity could cause problems of 
a practical nature, in that the need to specify the function and 
industrial application of the invention does not leave space 

for extended interpretations of the object of the patent. It is 
therefore necessary to pay particular attention to how the 
patent application is drafted, in order to avoid limitations in its 
scope.

Finally, other prohibitions and specifications introduced 
by the law in question are: (i) inventions regarding genetic 
screening protocols, which could lead to discrimination or 
stigmatisation of human beings on the basis of their genetics, 
pathologies, race, ethnicity, social or economic status or for 
eugenic not diagnostic purposes (article 4(c)(5); (ii) and new 
plant varieties for which the invention consists exclusively in 
the genetic modification of another plant variety, even if the 
modification is the result of genetic engineering (article 4(f ).

The patenting procedure – difficulties in applying the 
Provisions of Law 78/2006, article 5
With regard to the patenting procedure, in addition to both the 
obligations of depositing and access dictated by EC law, Law 
78/2006 imposes additional requirements on the Italian Patent 
and Trademark Office (Ufficio Italiano Brevetti e Marchi), which 
receives the patent application, and on other public bodies 
involved in biotechnology, as well as on entities wishing to 
patent biotechnology inventions.

Most of these are monitoring obligations for the public 
bodies and practical requirements for those presenting a 
patent application, but they are duties and requirements 
which are both impractical and difficult to implement. The 
purpose of these provisions is undoubtedly a noble one. The 
contents of article 5 of the law in fact show special care to 
ensure that the patent right is always implemented in respect 
of the fundamental rights of the dignity and integrity of human 
beings and their environment. They also demonstrate a desire 
to prevent the patenting of inventions whose commercial 
use would go against human dignity, public order, good 
taste, the safeguarding of health, the environment and life 
of people and animals, protection of plants and biodiversity 
and the prevention of serious damage to the environment, in 
accordance with the principles of article 27(2) of the trade-
related agreement on intellectual property rights (TRIPS).

Coming to the provisions de quibus, with regard to 
inventions relating to or which use material of human origin, 
article 5(3) provides that the patent application must be 
accompanied by the specific free and informed consent for 
such removal from the person from whom the material was 
removed, in accordance with current law. This provision is 
perfectly in line with the aims described above, but in fact 
contains some faults. It only covers the case in which the 
biological material is taken from a ‘living’ person, without 
making any provisions for cases in which the material has been 

g Biotechnology and patents – the law in Italy 

BY LORENZO ATTOLICO
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taken from a corpse or a tissue bank, or in which consent is not 
given.

With regard to inventions relating to or which use biological 
material containing micro-organisms or genetically modified 
organisms, the patent application must be accompanied 
by a statement which guarantees that the Italian or EU legal 
obligations regarding such changes have been complied with, 
in particular the provisions of paragraph 6 and of legislative 
decrees 206 of 12 April 2001 (on the use of genetically 
modified micro-organisms) and 224 of 8 July 2003 (on the 
deliberate release of genetically modified micro-organisms into 
the environment).

Again, in the event that the patent application concerns 
the use or modification of the genetic identity of native Italian 
or protected species, pursuant to Council Directive 98/95/EC 
of 14 December 1998, legislative decree 212 of 24 April 2001, 
the regulations specified in the decree of the President of 
the Republic 322 of 9 May 2001; or plant or animal biological 
materials governed by the regulations adopted in Italy, in 
compliance with the provisions on the Protected Designation 
of Origin and Protected Geographical Indication in EEC 

regulations 2081/92 and Council regulation 2082/92, as well as 
the aforementioned Directive 98/95/EC; and refers to purposes 
other than those of a diagnostic or therapeutic nature, the 
opinion of the Agriculture and Forestry Ministry must be 
obtained beforehand. The latter will consult the commission 
provided for under article 18 of decree 974 of the President of 
the Republic, and the manufacturers’ associations specified in 
article 5 of the EEC regulation 2081/92, and issue its judgement 
within 90 days of the date the relevant request is received by 
the Ministry.

On the basis of the above, it is clear that the law examined 
contains some gaps and presents considerable problems 
of application, despite the fact that it must be considered a 
‘framework’ law in the legal safeguarding of biotechnology 
inventions in Italy. It will be necessary to try and overcome 
these problems, particularly if we consider that in the 
current market the biotechnology sector is one of constant 
development, and in fact is a strong point in the economy of 
many countries.

Lorenzo Attolico is a partner at R&P Legal.
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g UK courts begin to favour pharma patents

BY ROBERT FITT

For many years, the UK Patents Court has had the reputation for 
thoroughness and speed. However, there was also a perception 
among its users that it took a strict approach to patent validity 
to the extent that it was considered anti-patentee. As a result, 
the UK became the forum of choice in Europe for generics 
companies wishing to invalidate pharmaceutical patents. 
But a number of recent decisions indicate a changing trend, 
with many more pharmaceutical patents being held valid. 
This change in approach, together with the willingness 
of the Patents Court to grant interim injunctions, is a very 
encouraging development for innovative pharmaceuticals 
companies wishing to enforce their patents in the UK.

The validity of a patent can be attacked on a number 
of grounds. However, the most common grounds are 
that the patent is not new and/or it does not disclose the 
invention sufficiency clearly for it to be repeated by someone 
implementing it. The application of these grounds to 
pharmaceutical patents is considered below by reference to 
some recent cases in the UK.

Left hand versus right hand
Two separate cases have considered the validity of patents 
covering enantiomers. An enantiomer is one of two molecules 
which are complete mirror images of each other and cannot 
be superimposed in much the same way as a person’s left hand 
is a mirror image of the right hand. A racemate is an equal 
mixture of both positive and negative enatiomers. Many drugs 
are racemates although the effect of the drug may be due to 
one type of enantiomer rather than the other.

In Generics v. Daiichi, Generics sought to invalidate Daiichi’s 
patent covering its anti-microbial drug, levofloxacin. Daiichi 
had previously patented and marketed the anti-microbial 
drug, ofloxacin, which was a racemate. Generics argued that 
the patent for levofloxacin was invalid because it was not 
new as levofloxacin was merely the (-) enatiomer present in 
ofloxacin. The Court rejected this argument on the basis that 
the racemate did not prior disclose its constituent enatiomers. 
Generics also argued that the patent was invalid on the 
basis that it would have been obvious to have isolated the 
enatiomers of ofloxacin. This argument was rejected at first 
instance, and on appeal, as it was not clear that it would have 
been obvious to follow the route described in the patent for 
resolving the racemate into its constituent enatiomers.

The second enantiomer case was Generics v. Lundbeck 
which was ultimately heard by the House of Lords. Lundbeck 
had previously patented and marketed the anti-depressant 
drug, citalopram. Citalopram was a racemate and Lundbeck 
subsequently isolated and patented the (+) enatiomer, 
escitalopram. Lundbeck’s patent claimed escitalopram, its 

pharmaceutical composition and a single method of producing 
it. Generics argued that if a technical contribution had been 
made by the invention, then it lay in finding a way to isolate 
escitalopram from citalopram. However, Lundbeck’s patent 
covered the (+) enantiomer irrespective of how it was obtained.

At first instance, the Judge held that the product claims were 
insufficient following the House of Lord’s decision in Biogen 
v. Medeva as the patent only disclosed one way of making 
escitalopram. Biogen concerned a product claim to a DNA 
molecule which defined the product partly by the way it had 
been made and partly by what it did. The House of Lords held 
that, as it only described one method of making the DNA and 
disclosed no general principle, it was insufficient and therefore 
invalid.

The Court of Appeal overturned the first instance decision 
with Lord Hoffmann (who was sitting in the Court of Appeal 
instead of the House of Lords for this case) clarifying his 
leading decision in Biogen. Lord Hoffmann held that it was not 
necessary to disclose every way of making escitalopram for 
the product claim to be valid. In particular, the Biogen principle 
was not applicable in this case as the claim in issue was to 
a single product and not to a product defined by a process 
of manufacture. This approach was supported by the House 
of Lords on the basis that the invention was escitalopram 
(a product) and a product claim was sufficient even if only 
one way of making it was disclosed. While there is still 
‘Biogeninsufficiency’, it is not a principle of general application. 
It is limited to claims, like those in Biogen, where a broad 
claim was made to a product partially defined by a process 
of manufacture and may also apply where a broad class of 
products is claimed.

Selection inventions
Dr Reddy’s v. Lilly concerned Lilly’s patent for the anti-psychotic 
drug, olanzapine. The patented compound was included 
in a very large number of possible compounds covered by 
an earlier patent. The earlier patent was wide enough to 
encompass some 1019 compounds (of which 86,000 were 
particularly preferred) but there was nothing in the prior art 
which specifically disclosed the compound claimed in Lilly’s 
patent. Dr Reddy’s argued that as it was possible to write down 
all the thousands of compounds claimed in the earlier patent, 
Lilly’s patent was invalid as it was not new.

The Court rejected this argument and held that a prior 
disclosure of a general formula with multiple substituents 
chosen from lists of some length should not take away the 
novelty of a specific compound unless the compound was 
disclosed in an individualised form. While it was possible that 
someone could write down all of the compounds covered by 
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the thousands of possible permutations, it was wholly artificial 
to suppose that anyone would in fact do so. This decision was 
very recently approved by the Court of Appeal.

Obvious to try...
Although it concerns medical devices rather than 
pharmaceuticals, Conor v. Angiotech is another important 
recent decision in the life sciences field. The case concerned 
Angiotech’s patent for a drug eluting stent for preventing 
restonosis. Restonosis occurs where scar tissue builds up to 
block an artery or other blood vessel. The patent was held 
to lack inventive step by the Patents Court and the Court of 
Appeal on the basis that it was obvious to combine a known 
stent with a known drug to prevent the restonosis. However, 
the European Patent Office and the Dutch Court held the 
patent to be valid and this may have influenced the decision of 
the House of Lords to hear the appeal.

The House of Lords held the lower courts had incorrectly 
assessed the issue of obviousness. In particular, they had mixed 
up the tests for obviousness and sufficiency. Lord Hoffmann 
held that what was important was the whether what the 
patent promised was plausible. Specifically, Lord Hoffmann 
held that provided the patent passed the threshold test of 
disclosing enough to make the invention plausible, the issue 
was whether there was evidence to justify a conclusion that the 
patent would work.

The issue of whether it was obvious to try a particular 
method also arose in HGS v. Lilly. HGS had used computer-
based techniques to identify proteins of interest in the 1990s 
by searching public and private sequence databases for 
sequences which showed similarity to known proteins. One 
project was looking for new members of the Tumour Necrosis 

Factor (TNF) family. In 1996, HGS successfully identified the 
full gene sequence for a new TNF family member, Neutrokine-
alpha, and filed a patent claiming Neutrokine-alpha shortly 
afterwards.

Lilly argued that the patent was obvious on the basis of two 
prior art sequences out of the millions of sequences available in 
the public databases. However, there was no description with 
the published sequences to indicate that they were in any way 
related to the TNF family. Indeed, they had only been identified 
as being related after the sequence of Neutrokine-alpha had 
been published in HGS’ patent. The Court held that there would 
have been no reason to investigate these sequences rather 
than any other sequences in the databases at the time the 
patent was filed and, as a consequence, the attack based on 
the two prior art sequences failed as it was only with hindsight 
that their relevance became apparent. Nonetheless, the patent 
was ultimately found to be invalid for other reasons.

The future for pharma patents in the UK
The environment for enforcing pharma patents now appears 
to be much more favourable to innovative pharma companies 
compared to earlier in the decade. Although weak patents 
will continue to be invalidated, there appears to be a greater 
willingness to accept the validity of pharma patents. In 
particular, the Patents Court appears to be scrutinising prior 
art much more rigorously and guarding against the inevitable 
danger of hindsight when it comes to assessing what is 
inventive. As a consequence it appears that the UK is now a 
considerably more welcoming jurisdiction than in the past for 
litigants wishing to enforce pharma patents.

Robert Fitt is a senior associate at Bristows.

On 8 July 2009, the European Commission published its 
final report on the competition inquiry into the European 
pharmaceutical sector. The aim of the sector inquiry, which 
was triggered, inter alia, by the declining number of novel 
medicines reaching the market and the delay of generic market 
entry, was to study the competitive relationship between 
originator and generic companies, as well as the competitive 
relationship amongst originator companies, relating to impact 
on innovation.

The enquiry found that originators used patent filing 
strategies, patent-related litigation and settlements to 
significantly delay the market entry of generic products, which 

could be perceived as detrimental to consumers, national 
health institutions and public budgets. According to the 
Commission, the originator companies: (i) filed so called ‘patent 
clusters’, i.e., a large number of EU-wide patents for a single 
product; (ii) commenced patent litigation against generic 
companies, concluding a number of settlement agreements 
with the generic companies in which they often agree 
limitation to the entry to the market of the generic medicine; 
and (iii) intervened in national procedures for the approval of 
generic medicines in order to delay the process.

This article will focus specifically on abuse of pharmaceutical 
patents in Italy through search and description orders.    

g Final report of pharmaceutical sector inquiry: the abuse of 
pharmaceutical patents in Italy through search and description 
orders

BY ROBERTO VALENTI AND ALESSANDRO FERRARI
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The abuse of pharmaceutical patents in Italy through 
search and description orders
Search and description orders are normally powerful tools to 
protect intellectual property rights, acquiring evidence of the 
infringement. If granted ex parte (usually a few days after filing 
the application), the order entitles the bailiff and an expert 
appointed by the court to enter with no previous notice 
the defendant’s premises and inspect the premises to seek 
evidence of the infringement. The applicant may require that 
legal counsels, experts and representatives of the applicant’s 
organisation participate in the collection of evidence. The 
order typically includes the search and description of the 
allegedly infringing goods, the means and processes used for 
their manufacture, as well as evidence regarding the size of 
the infringement. The court may also authorise the applicant 
to take samples of the infringing products for use in technical 
analysis at a later stage of the proceedings.

The requirements to obtain an ex parte search and 
description are similar to other interim remedies: the so called 
fumus boni juris (a prima facie evidence of the patent right 
and of its infringement), and periculum in mora (danger in 
delay). However, those are often evaluated less rigorously than 
for other interim remedies such as seizure and preliminary 
injunction. Also, the risks of negative consequences on the 
originator, should the patent right or the infringement be 
considered non-existent in the proceedings on the merits, 
are not high. This is why search and description orders may 
be used by the originators to intimidate generic companies 
and obtain a delay in the entrance to the market of a generic 
product. 

The filing of marketing authorisation by the generic 
company and the description of the relevant dossier
For example, an originator, being informed of the filing of an 
application for marketing authorisation for a generic drug, 
may use a search and description order – if the patent or the 
supplementary protection certificate have not expired – to 
gain information regarding the generic product, the marketing 
plans etc., including confidential data such as the dossier filed 
with the relevant regulatory authority, if relevant to establish 
infringement of the patent.   

According to the most recent case law, the mere filing 
of an application for marketing authorisation for a generic 
drug before the expiry of the relevant patent or of the 
supplementary protection certificate may amount to 
infringement of patent rights. The filing of such application 
may in fact be considered a preparatory act of marketing under 
Italian law. According to the definition established by Italian 
Corte di Cassazione, any act preliminary to the marketing 
of an infringing product infringes the patent-holder rights, 
even if marketing does not occur in the end. In such a case, 
the applicant may require the court to order copies of all the 
documentation regarding the infringement, i.e., documents 
relating to technical and clinical data, documentation filed with 
the competent authorities for the granting of the marketing 

authorisation, and any other documentation that could be 
useful to establish infringement, even if confidential. 

The participants to the raid will search the generic company 
premises, identify all evidence to be collected (brochures 
and other advertising material, the dossier to be sent to the 
competent regulatory authorities etc.) and describe them 
using any possible technical means. The enforcement of the 
raid may therefore allow collection of relevant confidential 
information of the generic product. In this regard, the Court 
granting the order may require the bailiff to take appropriate 
measures to protect such confidential data of the defendant. 
Normally, copies of the documentation containing confidential 
information found at the defendant’s premises are enclosed 
in a sealed envelope. It will be decided at a later stage of the 
proceeding by the competent judge whether the information 
should be disclosed to the rights holder or should be kept 
confidential.

This notwithstanding, the mere possibility of disclosure of 
confidential information gained through the enforcement of 
a search and description order based on a patent hold by an 
originator may lead the generic company to agree with the 
originator a delayed generic market entry. This applies also 
when valuable data and information (such as clinical data, etc.) 
regarding the generic product have been collected and put 
under confidentiality obligations by the bailiff, given the risk to 
be disclosed during the proceedings on the merits if disclosure 
of such information may be detrimental to the generic 
company. 

Conclusions
Search orders exist also in other jurisdictions. In British and 
British-derived legal systems, a so-called Anton Piller order, 
now known as a search order, provides for the right to search 
premises and seize evidence without warning. However, such 
orders are difficult to obtain in the UK and US, since evidence 
is normally acquired in the course of ordinary proceedings 
through the ‘discovery’ process. In French and Belgian 
proceedings, the ‘saisie contrafaçon’ enables a rights owner to 
obtain evidence of the infringement, which can then be used 
in countries that lack a formal discovery process. 

However, for a number of reasons related to the different 
legal systems, in particular regarding tools to collect evidence 
of the infringement, Italian search and description orders are 
more effective than similar remedies in other countries. This 
explains why originators have found the Italian search and 
description order a powerful tool to obtain delayed entry in the 
market of generic products. Obtaining a search and description 
order in Italy is a powerful pre-litigation technique to collect 
evidence against alleged infringers, and to reach settlement 
agreements with generic companies limiting the entry to the 
market of generic medicines.

Roberto Valenti is a partner and Alessandro Ferrari is an associate at DLA 

Piper.
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A patent can be a very valuable asset in the life sciences sector 
as it can provide the owner with long term monopoly rights 
over particular products. Recent decisions in the Australian 
Federal Court have made the urgent (interim) injunction 
application a powerful weapon to keep generic competition 
out of the market place.

These monopoly rights enable the patent owner (‘originator’) 
to recoup its substantial research and development costs as 
well as make ‘healthy’ profits. Generic companies, on the other 
hand, classically challenge the validity of patents to obtain 
access to the patent owner’s lucrative market. This tension 
between the originator and generic companies often results 
in complex and lengthy patent litigation. Originators will often 
urgently seek to restrain, by interlocutory (interim) injunction, 
the generic company from entering the market, pending the 
final decision at trial. The ability of an originator to restrain a 
generic company by means of an interlocutory injunction can 
be crucial to its ability to protect its market.

In Australia, the willingness of the courts to grant 
interlocutory injunctions in alleged patent infringement 
cases has increased over the past five years. The judges have 
moved from a position in the 1980s and 90s where injunction 
hearings were rare and granted injunctions were as rare as 
‘hen’s teeth’, to the position today where there are numerous 
hearings and injunctions are commonly granted. Nevertheless, 
as will be discussed below, generic companies are increasingly 
challenging originators and the jump in the number of 
injunction hearings indicate that generic companies view the 
potential rewards following launch on the Australian market as 
outweighing the risks.

In the past five years, 12 out of 15 applications for an 
interlocutory injunction alleging patent infringement were 
granted. Eight of those 15 applications were made in 2008-
2009. The modern principles relating to the grant of an 
injunction are now well established in Australia, but there 
are still some grey issues to be resolved. The patentee has to 
establish that there is a ‘serious question’ to be tried and that 
damages would not be adequate compensation for any loss 
suffered. The court will also weigh up a number of other factors 
and decide whether the ‘balance of convenience’ favours the 
grant of an injunction.

The requirement that the patentee establishes that 
there is a ‘serious question’ to be tried is not a particularly 
difficult test to meet as Australian courts have adopted the 
approach that registration of a patent constitutes prima facie 
evidence of validity. This was clearly shown in the recent case 
between Sigma and Wyeth in 2009 regarding Wyeth’s drug 
venlafaxine hydrochloride (the active ingredient in Efexor-XR, 

an antidepressant), where the judge granted the originator 
an injunction despite the generic company establishing 
a credible case on the patent’s invalidity. However, it now 
appears that there will be no serious question to be tried and 
thus no injunction granted, if the generic company can show 
a strong case of invalidity. This was recently illustrated by the 
appeal decision in Wake Forrest University’s dispute with Smith 
& Nephew’s wound healing product. Here the three judges 
hearing the appeal by the generic overturned the primary 
judge’s decision to grant the interlocutory injunction, holding 
that the generic company had a very strong case on invalidity. 
It is, therefore, critical for a generic company resisting an 
application for an interlocutory injunction to present strong 
expert evidence on the invalidity of the patent.

The adequacy of damages is often considered at the same 
time as the ‘balance of convenience’. An analysis of recent 
cases shows that the potential disruption to the market of the 
originator is the factor granted the most weight by the courts 
when assessing the ‘balance of convenience’. This is especially 
so in relation to drugs listed on Australia’s Pharmaceutical 
Benefits Scheme (PBS) which is the scheme by which the 
Australian Government greatly subsidises the price of many 
prescription drugs. An originator has to negotiate a price with 
the Australian Government in order to list a drug on the PBS. 
However, the entrance of an equivalent generic into the market 
results in an automatic price reduction of 12.5 percent for 
the originator. There are also a number of annual reductions 
where there is more than one equivalent drug listed on the 
PBS. A generic must first be listed on the Australian Register for 
Therapeutic Goods (ARTG) before it can make an application 
for subsidy under the PBS. Registration on the ARTG alerts the 
originator to the imminent launch of generic competition. 
As discussed, if a generic is allowed to be subsequently listed 
on the PBS, this results in an immediate price drop for the 
originator. Consequently, the response by the originator to 
a generic ARTG listing is usually to start patent infringement 
proceedings and apply for an interlocutory injunction pending 
trial of the dispute. The generic company’s response is usually 
to counter-claim that the patent is invalid. Judges have, in 
general, taken the view that such a price disruption in the 
market place would mean that damages would be hard to 
quantify. Judges have also been open to the argument that the 
originator could suffer irreparable harm as it is highly unlikely 
that the subsidy of the drug on the PBS could be reinstated 
in the event that the originator is successful in obtaining a 
permanent injunction following the full trial.

Recently the courts have also taken into account the 
potential for market disruption in relation to non-PBS listed 

g Swings and roundabouts in patent litigation: is Australia too 
tough on generics?

BY ROBERT COOPER AND ASTRID RIVALLAND
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drugs and medical devices. In the previously mentioned Sigma 
case the judge was not swayed from granting an injunction 
by Sigma undertaking not to seek listing on the PBS. If that 
approach is adopted by other judges, it will be very difficult 
for a generic company, who seeks to market a drug which is 
already listed on the PBS, to successfully resist an injunction. 
Injunctions have also been granted in relation to syringes for 
use in contrast dye injector systems and products for wound 
therapy on the basis that a competing product would cause 
such market disruption that damages would be hard to 
quantify and that the originator would suffer irreparable harm. 
Moreover, the scope of factors that are taken into account to 
establish irreparable harm was broadened in the recent dispute 
between Medrad Inc and Alpine Medical where the judge 
found that allowing the defendant to enter the market would 
seriously disturb Medrad’s relationship with its customers and 
would result in irreparable harm.

Numerous other factors are also taken into account when 
the courts are assessing the balance of convenience. These 
include the potential loss of jobs for the originator (or generic), 
the ability of the generic company to meet a potential 
damages award and the potential impact on the parties’ 
reputation. There has also been a growing tendency for courts 
to favour the grant of an injunction in circumstances where 
the generic company had entered the market with its ‘eyes 
wide-open’ to the existence of the patent. This is a factor that 
has played strongly in the United Kingdom courts, but the 
recent Wake Forrest appeal decision in Australia has limited 
the power of this particular argument in Australia as a special 
factor. The limit of this argument was taken on board by the 
judge in Abbott Laboratories’ very recent dispute with Apotex 

over Abbott’s drug sibutramine hydrochloride monohydrate 
(the active ingredient in Abbott’s obesity drug Reductil) but the 
injunction was still granted as the judge found that Apotex had, 
it seems, consciously held back from making a timely challenge 
to the validity of the patent as a matter of ‘tactics’.

The current trend in Australian courts has thus greatly 
favoured patentees in granting interlocutory injunctions. There 
has been an increased willingness on the part of judges to 
consider a range of non-traditional factors such as the impact 
on customer relations which has broadened the scope of 
interlocutory relief. However, it is likely that we have reached 
the high water mark in relation to interlocutory relief with 
decisions in late 2009 indicating that the pendulum is starting 
to swing back. The recent Wake Forrest appeal court decision in 
refusing an injunction where the patent was prima facie invalid 
and the decision in Abbott granting the injunctions (but only 
on the condition that the patentee did not market their own 
generic drug to maintain the status quo) are evidence of this 
move.

Generic companies have not been deterred from trying to 
enter the Australian market despite the fact that originators 
have until very recently been obtaining interlocutory 
injunctions more easily. This increased level of interlocutory 
fights between originators and generic companies is set to 
continue, and our view is that an interlocutory injunction will 
be more difficult to obtain if the generic company has a strong 
invalidity case.

Robert Cooper is a partner and Astrid Rivalland is a solicitor at Mallesons 

Stephen Jaques.

Since the mailbox patent applications for pharmaceutical 
products began to be examined in 2005, there have been 
several precedents laid by the Patent Office, the Intellectual 
Property Appellate Board and various Courts in India. The 
awareness of intellectual property, particularly pharmaceutical 
patents have also increased tremendously throughout the 
country. This field of patenting in India is probably the most 
watched after area throughout the world and therefore several 
perspectives have been presented.  

The Indian Patent Act 1970 has seen several interesting 
interpretations especially by the major players of the 
pharmaceutical industry (innovators and generics) ever since 
amendments had to be made to it for compliance with the 
Trade-Related Aspects of Intellectual Property Rights (TRIPS). 
These interpretations and amendments have been recently 
in the limelight for patent linkage issues, primarily related to 
drug regulatory approvals. On a review of the Indian patent law 

one can find that there are several such linkages which exist 
between the Patent Act and other laws of the country. The 
article attempts to highlight some of these linkages.

Patent vs. pricing 
The most talked about decision in Indian patent law is that of 
Roche vs Cipla (2008) where Roche had sued Cipla to stop the 
infringement of its patent right for Lung Cancer Drug Tarceva 
(Erlotinib) whose generic version (Erlocip) was launched in the 
market by Cipla. 

The case was important in several respects but most 
importantly it was the first Indian case to consider the aspect of 
‘pricing’ of the drug in assessing whether an interim injunction 
ought to be granted in patent infringement law suits involving 
life-saving drugs. 

The Court laid down several important principles in 
relation to the granting of interim injunctions in infringement 

g Perspective: patent linkage issues in India 

BY NEETI WILSON 
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cases, including the need to tread with care in the case of 
pharmaceutical products and more specifically when life-
saving drugs are involved. The Court declined Roche an 
injunction on the grounds that several unidentified members 
of the public may suffer as a result of the injunction, as Roche’s 
drug was priced much higher than Cipla’s drug. The Court 
considered the fact that patients who were already being 
treated with Cipla’s drug would be adversely affected if the 
injunction were to be granted.

The case was also important for its dilution of the ‘six-year’ 
rule. The rule states that interim injunctions ought not to be 
granted in cases of patent infringement where the patent in 
question is less than six years old. The decision held that the 
rule was to be seen as a rule of caution and prudence rather 
than a rigid, ritualistic formula of mathematical application. 

The Delhi High Court ruling in favour of Cipla citing public 
interest was appealed by Roche and the Appellate Bench again 
denied temporary injunction, this time for lack of prima facie 
case as Cipla had challenged the validity of the patent. Further, 
Roche was fined Rupees five lakhs for suppression of facts as 
alleged by Cipla. 

Roche thereafter filed a special leave petition to the Supreme 
Court against the order of the Appellate Bench which was 
denied admission but order was made that the ongoing trial 
at the Delhi High Court be expedited and that nothing in the 
Delhi Division bench order would bind the trial court judge, 
who is expected to decide the case on final merits. 

Erlotinib of Roche is thus under trial in the Cipla case but has 
been relieved of further contentions related to its export by 
NATCO under the Doha provisions. 

Export of patented drugs (Doha provision)
The Doha declaration compliance allows access to affordable 
medicines in less developed countries and for those who 
have no or insufficient manufacturing capacity. Section 
92A of the Indian Patent Act accordingly provides for 
compulsory licences for manufacture and export of patented 
pharmaceutical products to any country having insufficient 
or no manufacturing capacity for the concerned product to 
address public health issues. This licence is to be issued only 
in exceptional circumstances provided a compulsory licence 
has been granted by such country or such country has allowed 
importation by notification or otherwise.

It is thus seen that this section not only links pharmaceutical 
patented products with manufacturing approval but also to the 
export regulations. 

The provision saw Pfizer and Roche on one side and NATCO 
on the other side exploring the possibilities of this particular 
section of the Indian Patent Act. NATCO applied for compulsory 
licence at the Patent Office to export the patented drugs 
Sunitinib or Sutent (of Pfizer) and Erlotinib or Tarceva (of Roche) 
to Nepal. 

The two compulsory licence cases did not move out of the 
Patent Office (not at all to Nepal) due to withdrawal of the 
application by NATCO, however it gave a precedent with regard 

to hearing both the parties in case of compulsory licensing 
matters based on the principle audi alterum partem of natural 
justice. The Indian Patent Office decision showed maturity in 
handling matters in a manner which is not against the interest 
of the right holder. 

Marketing exclusivity-still alive 
The mailbox provision of the Indian Patent Act was 
supplemented by the exclusive marketing rights (EMR) 
provisions in order to provide the innovator drugs to have 
protection during the pendency of the patent application in 
the mailbox. These provisions were repealed with the opening 
of the mailbox in 2005 and several new interpretations were 
seen for linking the EMRs and patent rights, particularly the 
enforcement. 

Recently the Supreme Court of India overruled a decision by 
the Calcutta High Court which held that the writ filed by Glaxo 
Smith Kline challenging the rejection of its Exclusive marketing 
rights application for the drug Rosiglitazone (Windia) by the 
Controller of Patents was not maintainable in view of the 
amendments introduced by the Patents (Amendment) Act 
2005. The Supreme Court ruled in favour of GSK and confirmed 
the maintainability of GSK’s EMR application in light of the 
amendments in the Patents Act. In the Supreme Court ruling 
the effect of the repeal on the litigation of pending and 
decided applications was clarified. However, the strength 
of enforcement of the retrospective rights against the past 
infringements is yet to be defined. 

Other pharma companies who had applied for EMRs are still 
to receive their share based on Indian patent law interpretation, 
Novartis being one of them which is known more for section 
3(d) related issues in the Indian patent scenario.

Assessment of efficacy by Patent Office 
Section 3(d) embeds yet another topic of interest, which is 
ever-greening of patents on one side and stricter patentability 
requirements on the other. If one observes closely, one would 
find that there seems to exist a linkage between the patent and 
drug assessment within this section itself, which requires the 
patent officer to review the drug efficacy before proceeding 
for grant of patent. The ‘therapeutic efficacy’ limitation of 
section 3(d) is another point of contention. Interestingly the 
Novartis’ beta crystals of imatinib mesylate application, which 
was denied a patent under this section by the patent office 
holding that its 30 percent bioavailability was not a significant 
improvement in efficacy, was finally rejected by the Intellectual 
Property Appeallate Board on the grounds of ‘public disorder’ 
under section 3(b) of the Indian Patent Act. This interpretation 
has found rave reviews from all scholars and is definitely 
beyond the scope of the patentability criteria, thereby linking 
the Patent Office indirectly to drug assessment/regulatory 
bodies as well.

In view of the section 3(d) provision, one may also raise the 
point that if the Patent Office is considered to be qualified to 
judge the efficacy of a drug, would the Drug Controller Office 
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not be able to do justice in linking granted patents with their 
marketing approval process?

Patented drug regulatory approval 
The latest buzz in the Indian Patent circle is the alleged linkage 
made by the Court between the Patent Office and the Office 
of the Drug Controller General of India. Bayer and Bristol 
Myer Squib (BMS) moved to the court through separate suits 
against the granting of marketing approval to their patented 
drugs Sorafenib (Nexavar) and Dasatinib (Sprycel) to Cipla 
and Hetero respectively. The Delhi High Court passed ex parte 
orders against the defendants (Cipla and Hetero) expressing 
an expectation that the Drug Controller General of India 
while performing statutory functions will not allow any party 
to infringe any laws and if the drug for which approval has 
been sought by the defendants is in breach of the patent of 
the plaintiffs (Bayer and BMS), the approval ought not to be 
granted to the defendants.

There was tremendous media attention to both the cases 
and last year the stay against grant of marketing approval has 
been vacated by the Court. However, the need for linkage 
between the drug approval procedure and the patented drugs 
has been made clear. Several suggestions have been made for 
the same, including publication by the DCGI of all applications 
submitted for marketing approval so as to allow the Patentee 
to take action against any infringement. It remains to be seen 
how such linkage would be established.

Patent and competition 
There are other linkages being found outside the patent Act, 
though no pharmaceutical cases have yet involved them, such 
as the Competition and Custom laws.

The Patent Act is independent from the Indian Competition 
Act 2002. Chapter II of the Indian Competition Act proscribes 
Anti Competitive agreements including tie-in arrangements, 
exclusive supply agreements, exclusive distribution 
agreements, refusals to deal and resale price maintenance. 
Sub-section (5) of section 3 of the competition Act however 
provides (inter alia) that the section shall not be read to restrict 
the “right of any person to restrain any infringement of, or to 
impose reasonable conditions, as may be necessary to protect 
any of his rights which have been or may be conferred upon 
him under” the Copyrights Act, the Patents Act, the Trademarks 
Act, the Geographical Indications Act, the Designs Act or the 

Semi-conductor and Integrated Circuits Layout Design Act. 
Patents have thus come within the purview of the Competition 
Act as well.

Customs and patents 
The Indian Customs Office has rules formulated for the 
enforcement of IP rights and as per 49/2007 notification on 
Customs, there is prohibition of import of patented products 
produced or made using a patented process in contravention 
of patented process. Recently a patent of Ram Kumar on 
dual SIM cards had telecom companies like Samsung and 
Spice coming under the purview of the Customs office with 
their consignments containing dual SIM technology mobiles 
being seized at the ports of entry in India by the Customs. The 
patentee Ram Kumar filed an application at the Customs office 
for blocking any dual SIM cell phone imports citing his patent 
on dual SIM.

This was duly carried out by the Custom Authorities, 
although legal analysts opined that the patent did not cover 
“all dual SIM phones” as dual SIM technology itself is part of the 
prior art.

One of the dual SIM cell phone importers, Micromax, filed a 
declaratory suit for non infringement before a court in Gurgaon 
asking the court to declare that Micromax’s imports of dual 
SIM phones did not infringe Ramkumar’s patent. The Court 
restrained Ram Kumar from preventing the export or import of 
dual SIM phones by Micromax. However, the question of the 
ability of assessment of patent infringement by the Custom 
Authorities has been brought to the forefront.

Time to pause
There are several such issues which are continuously being 
brought into the limelight in the pharmaceutical patent arena 
of India, and this article does not attempt to be an exhaustive 
collection of all the topics. It seems apt to conclude with a 
reference to the form of application for patent in India, which 
further enhances the scope of linkage of the Patent Act with 
other laws wherein the applicant declares that “there is no 
lawful ground of objection to the grant of patent to me”.

The Patent Act is therefore not new to linkages and it 
remains to be seen how the associations would move forward 
in times to come.

Neeti Wilson is a managing associate at Anand and Anand Advocates.
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g The importance of regulation: a look back at DG 
Competition’s pharmaceutical sector inquiry 

BY JAMES KILLICK AND ANTHONY DAWES

On 15 January 2008, the Competition Directorate of the 
European Commission (DG COMP) opened a sector inquiry 
into the European pharmaceuticals industry by way of 
unannounced inspections on several companies. At that time, 
DG COMP stated that the reasoning behind the inquiry was 
to ascertain why there were delays to generic entry and why 
so few new chemical entities (NCEs) were making their way to 
market.

DG COMP issued its Preliminary Report on 28 November 
2008 and its Final Report on 8 July 2009.

The Preliminary Report: the omission of regulation
One of the more striking omissions in the Preliminary Report 
was any assessment of the impact of the regulatory framework 
on competition. Despite the importance of regulation in the 
European pharmaceutical sector, the Preliminary Report failed 
to examine the extent to which delays to generic entry and the 
decline in the number of NCEs reaching the market in recent 
years could be explained by the impact of regulation. Instead 
the Preliminary Report’s conclusions focused almost exclusively 
on the conduct of research-based pharmaceutical companies 
(so called ‘originator companies’).

The Final Report: a more balanced view
Regulation and generic entry
The Final Report, however, presents a more balanced view 
and recognises that “a number of regulatory variables play 
an important role” (para 190) in relation to how generic entry 
takes place.

First, where Member States encourage doctors to 
prescribe an active substance (INN prescription) rather than 
a specific product and oblige pharmacists to dispense the 
cheapest generic available from those covered by a doctor’s 
prescription, “generic entry in the first year appears to be more 
prevalent” (para 190) and “the number of entrants tends to be 
higher” (para 206).

Second, in Member States which impose mandatory 
discounts (in comparison to the pre-existing originator price) 
or price caps on generic products, “the speed of entry appears 
to be lower” (para 197) as these measures “may remove some 
of the advantage of first-movers into the market (the first 
generic entrant to enter the market has to give a mandatory 
discount, whereas otherwise it might be able to offer mild price 
reductions compared to the originator company until the point 
in time that other generic companies enter the market as well)” 
(para 190). The number of entrants also “appears to be lower” 
(para 206).

The Final Report also acknowledges that the hurdles which 

generic producers face when getting through the regulatory 
process also contribute to delays. First, the Final Report states 
that marketing authorisation bottlenecks – due to delays in 
procedures and accessibility of slots, with some agencies 
already ‘fully booked’ until 2010 – “may lead to delayed access 
for European patients to generic medicines” (para 1372). 
Second, in relation to national pricing and reimbursement 
systems, the Final Report calls for Member States to fully 
comply with the time-limits set out in the Transparency 
Directive (Directive 89/105) “in order to avoid delays to the 
benefit detriment of patients and applicant companies” (the 
use of the word ‘benefit’ appears to be a linguistic error) 
(para 1432). It also invites all Member States “to consider 
the introduction of national provisions granting automatic/
immediate pricing and reimbursement status to generic 
products where the corresponding originator product already 
benefits from reimbursement based on a higher price” as this 
would lead to “faster access of generic products” (para 1434).

The Final Report thus concludes that, rather than any specific 
practices of originator companies, the major element at work 
when it comes to delays to generic entry is national regulation.

Regulation and the decline in the launch of new NCEs
The Final Report also discusses certain regulatory aspects 
which may explain the decline in the launch of new NCEs. For 
example, the use by certain Member States of mechanisms 
whereby a price is set on the basis of the prices in other 
Member States “can lead to delays in market entry” (para 
1443) because new products will not be launched in lower-
priced Member States until prices have been obtained in 
higher-priced Member States. Similarly, the fact that pricing 
and reimbursement decisions are increasingly taken at a 
regional/local or even hospital level also “has an impact on the 
transaction costs to market the products” and delays the launch 
of new products (para 1445).

Nevertheless, the Final Report fails to analyse in detail the 
impact of a number of other regulatory factors which may 
explain why the number of NCEs reaching the market has 
declined in recent years. For example, the Final Report does 
not consider that, compared to 10 years ago, the regulatory 
requirements for the approval of NCEs are now much higher 
(see paras 8-10 of the Response of the Association of the 
British Pharmaceutical Industry to the Preliminary Report). 
Consequently, part of the reason why fewer NCEs are reaching 
the market may be the increased regulatory failure rate. 
Another aspect which has not been dealt with by the Final 
Report is the impact of the increased costs of clinical trials 
– the impact of growing R&D budgets of originator companies 
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can be outweighed by growing costs (see para. 120 of the 
European Federation of the Pharmaceutical Industries and 
Associations to the Preliminary Report). The increased cost 
of clinical trials may also make certain research projects 
uneconomic, notably when viewed in combination with the 
impact of pricing and reimbursement and cost-containment 
strategies.

The Final Report even admits this, stating that although 
these other regulatory factors may also plausibly explain the 
decline in the number of NCEs reaching the market, they were 
not considered: “the sector inquiry did not analyse which other 
important factors – apart from company behaviour – could 
have contributed to a decline in innovation as measured by 
less novel medicines reaching the market. Reasons given by the 
industry include increased scientific complexities, high attrition 
rates in late state development due to regulatory risk aversion 
and uncertainty about financial awards”. (para. 21)

Conclusion
The fact that the Final Report expressly accepts that regulation 
goes to the heart of the question of why generic entry is 
delayed is a clear indication of the impact regulation has on 
competition in the European pharmaceuticals sector. DG 
COMP is to be commended for giving it the consideration it 
deserves. In addition, the Final Report also accepts the impact 
of regulation in relation to the decline in NCEs, albeit that the 
analysis of such factors is incomplete. The key lesson to be 
drawn from the pharmaceuticals sector inquiry is thus the 
importance of taking into account regulation when assessing 
the conduct of undertakings on competition.

James Killick is a partner and Anthony Dawes is an associate at White & 

Case.

On 10  December 2007, Regulation (EC) No 1394/2007 on 
Advanced Therapy Medicinal Products (ATMPs Regulation) 
was published in the Official Journal of the European Union. 
The ATMPs Regulation, which became binding as from 30 
December 2008, intends to define and regulate for the first 
time, in a comprehensive and harmonised manner, gene 
therapy, somatic cell therapy and tissue engineered products 
(ATMPs), intended for the market in any of the EU Member 

States, being either prepared industrially or manufactured by a 
method involving an industrial process.

Before the ATMPs Regulation, several different rules applied 
amongst the different EU Member States as to this type of 
products. In particular, in some cases, ATMPs were classified 
and regulated as medicinal products, medical devices, simply 
allowed on the relevant national market if in compliance with 
specific requirements (e.g., good manufacturing practices or 
transplantation rules).

Thus, the aim of this article is: (i) to describe new specific 
rules on ATMPs to be marketed in the EU; and (ii) to explain 
the importance of knowing such new rules before and while 
concluding a deal.

ATMPs Regulation – rules and new requirements
ATMPs Regulation provides for a specific legal framework, 
including new requirements and incentives, for companies 
developing ATMPs. A number of these are explained below. 

Specific rules on the development, authorisation and post-
marketing activities for ATMPs. Specific rules as to quality data 
and as to technical requirements for the Summary of the 

Product Characteristics (SmPC), labelling and the package 
leaflet.

A mandatory centralised marketing authorisation procedure 
before the European Medicines Agency (EMEA) and a the 
creation of a new highly specialised committee, Committee for 
Advanced Therapies (CAT), involved in the scientific evaluation 
of the registration dossier (i.e., draft opinion for adoption 
of the CHMP), are now foreseen. The possibility to have an 
authorisation for ATMP granted subject to the fulfilment of 
specific commitments, such as the design of specific risk 
management systems or the performance of specific post-
marketing studies, is also provided, whose effective proper 
implementation might be subject to further assessment by 
the EMEA.

New additional post-authorisation requirements as to 
follow-up of efficacy and adverse reactions, risk management 
system and traceability, were introduced. In particular, as to 
traceability, marketing authorisation holders for ATMPs shall 
now cope with severe obligations, including the duty to keep 
data on the individual product, its starting and raw materials, 
including all substances coming into contact with the cells 
or tissues it may contain, for a minimum of 30 years after the 
expiry date of the product, or even longer if required by the 
European Commission at the time the marketing authorisation 
is granted (i.e., type of data to be kept includes data relating to 
the sourcing, manufacturing, packaging, storage, transport and 
delivery to the hospital, institution or private practice where the 
product is used).

CAT classification procedure. The CAT is also responsible for 

g EU Advanced Therapy Medicinal Products Regulation: impact 
on companies’ strategies and deals

BY MAURO TURRINI
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advising on whether a product based on genes, cells or tissues 
falls within the definition of ATMP.

EMEA final evaluation in case of combined ATMP. In case of 
an application for a combined ATMP (i.e., an ATMP having as 
an integral part a medical device), the whole product will be 
subject to final evaluation by the EMEA. Such application shall 
include evidence of conformity with the essential requirements 
set out by the medical devices directives and where available, 
also the results of the assessment by a notified body in this 
regard.

Special incentives for small and medium enterprises (SMEs) 
developing ATMPs. Incentives for EU SMEs, in terms of fee 
reduction, include scientific advice on the design and conduct 
of pharmacovigilance and risk management; scientific 
recommendation on ATMP classification. A new certification of 
quality and non-clinical data is also available for SMEs.

In particular, as to the certification procedure for SMEs 
developing ATMPs, these companies will be entitled to submit 
to the EMEA all relevant quality and, where available, non-
clinical data for scientific evaluation and certification by the 
Agency. The EMEA as a result of these applications will issue a 
certificate intended to facilitate future application for clinical 
trials by competent institutions as well as any future marketing 
authorisation application based on the same data.

Additional incentives, in terms of fee reduction for SMEs or 
even hospitals are also available until December 2012 in case 
of marketing authorisation granted for ATMP which proved to 
be of particular interest from a public health prospective for the 
European Community.

Transitional period for ATMPs legally on the market on 30 
December 2008. According to article 29 of ATMPs Regulation, 
products which were legally on the EU market in accordance 
with national or EU legislation on 30 December 2008 and 
that are now classified as ATMPs under new legislation shall 
comply with this Regulation no later than 30 December 2011 
and 30 December 2012 for gene and cell therapies and tissue 
engineered products respectively (the so-called ‘transitional 
period’). Notably, unless Article 28(2) exemption applies, 
manufacturers, companies and hospitals having such products 
already legally on the market will need to obtain (and not 
simply apply for) a marketing authorisation as ATMP by said 
deadlines. In this regard, it should be noted that requirements 
imposed by recent EU Paediatric legislation should also be met 
by applicants (e.g., mainly application to and compliance with 
an agreed pediatric investigation plan, etc.).

Hospital exemption under Article 28(2) of ATMPs Regulation. 
According to Article 28(2) of ATMPs Regulation (the so called 
‘hospital exemption’), ATMPs prepared on a non-routine basis 
according to specific quality standards, and used within the 
same EU Member State in a hospital under the exclusive 
professional responsibility of a medical practitioner, in order to 
comply with an individual medical prescription for a custom-
made product for an individual patient shall be excluded by the 
application of Directive 2001/83/EC (i.e., the EU code relating 
to medicinal products for human use) and subsequently by 
ATMPs Regulation.

Manufacturing of the above excluded products shall be 
authorised by the competent authority of the concerned EU 
Member State, provided that such Member States ensure that 
national traceability and pharmacovigilance requirements as 
well as the specific quality standards applied to these products 
are equivalent to those provided for by ATMPs Regulation.

Possible impact of ATMPs Regulation on future deals
Impact of ATMPs Regulation on strategies and/or future 
deals concerning gene therapy, somatic cell therapy and 
tissue engineered products might vary. Regulatory changes 
highlighted above might potentially affect the decision to 
invest on a specific project (e.g., by looking at the capability to 
comply with new rules) or the actual terms and conditions of 
such an investment (e.g., the economic conditions of the deal). 
The following should in particular be carefully outweighed 
before entering into a deal as well as in deciding on the 
relevant terms and economic conditions to be agreed. First, the 
ATMPs Regulation introduces new severe obligations to comply 
with for products which previously might not have even been 
considered as (advanced therapies) medicinal products.

Second, the classification procedure provides companies 
with an efficient tool to ascertain the applicable regulatory 
framework, in all cases where uncertainties arise as to the type 
of product under development.

Third, gene-cell therapies and tissue engineered products 
legally on the market before the date of entry into force of 
the ATMPs Regulation and now falling under the definition 
of ATMPs will need to obtain a marketing authorisation as an 
ATMP within the deadlines cited above. It follows that, in order 
to be entitled to market in the EU their products, companies 
should be able to put together a dossier for marketing 
authorisation fulfilling all the requirements of the centralised 
procedure and the ATMP Regulation, undergo an evaluation 
procedure and obtain marketing authorisation. In case of failure 
to successfully obtain the marketing authorisation within the 
terms above, products concerned should be removed from 
the EU market. Moreover, any future application for marketing 
authorisation once the transitional period is over will require 
payment of the fees for a full marketing authorisation, while 
applications submitted within the transitional period are 
exempted of any fee.

Fourth, SMEs developing ATMPs now have the opportunity 
to have their quality and pre-clinical data certified by the EMEA 
(i.e., CAT), which is intended to help both SMEs and investors 
to be ensured on the adequacy of data resulting from the R&D 
activities performed, as well as in case of future clinical trials 
and marketing authorisation applications.

Fifth, marketing authorisation holders for ATMPs will have 
new stringent obligations (e.g., long term safety follow-up as 
well as traceability obligations) which will likely increase the 
complexity and the costs associated with the marketing of 
these products.

Sixth, Article 14(2) of the ATMPs Regulation now entitles the 
European Commission to authorise the marketing of ATMPs 
forcing companies, as part of the marketing authorisation, 
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to design specific risk management systems or to carry out 
specific post-marketing studies whose effective proper 
implementation might be subject to further assessment by 
the Agency. The possible effect on deals of this new provision, 
which intends to solve a major problem which prevented the 
marketing in the EU of such products in the past (i.e., the lack 
of adequate and reliable long term efficacy and safety data), 
include the following: (i) increased optimism surrounding these 
products and the ability to possible attract new funds; and (ii) 
the need to revise existing standard contractual clauses to cope 
with the changed scenario. Contract clauses might be drafted, 
for example, in a way to make milestone payments subject 
not only to the granting but also to the maintaining, at least 
for a certain period, of the marketing authorisation or partial 
reimbursement in case of a sooner revocation of the marketing 
authorisation.

Seventh, evaluation by the EMEA of combined ATMP 
might represent an additional burden and cost for applicants. 
Moreover, the need to obtain adequate access permission to 
data owned by a manufacturer of all or part of the combined 
product should be also taken into account by companies when 
concluding a deal (e.g., by ensuring access permission to the 
competent authority if needed). 

Eighth, companies interested in investing in hospitals should 
be aware of the fact that, unless the Article 28(2) exemption 
applies or an authorisation for an ATMP is obtained, such 
hospitals may no longer be entitled to treat patients with gene 
therapy, somatic cell therapy and tissue engineered products. 
Moreover, in those cases where the Article 28(2) exemption 
applies, companies should adequately verify the requirements 
imposed at the level of each EU MSs for the manufacturing of 
such products by a specific hospital. 

Finally, as a consideration applicable to all deals concerning 
the acquisition of a medicinal product belonging to an EU 
company by a non-EU company, and therefore not only in 
case of ATMPs, it should be pointed out that as marketing 
authorisation for a medicinal product to be placed on the EU 
market may only be granted to and maintained by an applicant 
or marketing authorisation holder established in the EU (see 
art. 6(2) Directive 2001/83/EC), the ownership of a marketing 
authorisation should also be taken into account when deciding 
on the type of deal to be concluded (i.e., an asset deal changed 
the legal entity owning a marketing authorisation but a share 
deal does not).

Mauro Turrini is an associate at Studio Legale Bird & Bird.

The Irish medical device sector is one of the emerald isle’s 
success stories. In 2008 the life sciences sector accounted 
for almost 30 percent of total exports from Ireland, with 
annual exports of almost €6bn. The Irish medical devices and 
diagnostics sector directly employs approximately 25,000 
people. Based on 2009 figures from the Irish government and 
the Irish Medical Devices Association (IMDA), this puts Ireland 
at the top of the medical technology employer league in the 
European Union (EU) calculated on a per capita basis. A survey 
by the IMDA found that 46 percent of Irish medical devices 
companies had experienced an increase in their orders in 
the second quarter of 2009, bucking the general trend in the 
economy. 

When you ask many what brings 15 of the world’s top 25 
medical device companies to the little island to the west of 
Europe you may get the following response: an advantageous 
tax regime. But this trite answer only tells a small part of the 
story. In truth the country’s success in attracting world players 
and in growing indigenous companies is more complex. 
Additional factors to be taken into account when weighing 
up the benefits of the jurisdiction include the regulatory 
landscape, fiscal support, academic collaboration, an educated 
and skilled workforce and a legal regime which facilitates the 

development, protection and defence of intellectual property 
rights.

Recent changes in the regulation of medical devices in 
Ireland
A series of EU Directives have, to a degree, harmonised the 
laws that apply to medical devices across the EU. Many in 
the sector see Ireland’s competitive position improving 
further in March 2010 when the European Communities 
(Medical Devices) (Amendment) Regulations 2009 and the 
European Communities (Active Implantable Medical Devices) 
(Amendment) Regulations 2009 come into force. These 
Regulations implement Council Directive 2007/47/EC of 05 
September 2007 and will harmonise further the application of 
EU law. 

Regulation and law follow, rather than lead, advances in 
science and technology. The increasingly convergent and 
complex products in the medical devices sector (including 
the development of products combining know how across 
number of disciplines such as ICT, nanotechnology and 
biotechnology) has prompted regulatory realignment. 
EU Directive 2007/47/EC was introduced to increase the 
consistency of interpretation and implementation of laws 

g Medical devices in Ireland – regulation and intellectual 
property 
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applicable to medical devices in the EU market. Significant 
changes have also been made to the definition of a medical 
device and to the CE marking classification. In addition, the 
Directive clarifies the position regarding software used for 
medical purposes; where software is used for the purposes 
contained in the Directive’s medical device definition then 
that computer application is a medical device and is regulated 
accordingly. 

To date Ireland’s high standards may have been seen by 
some to be a disincentive to carrying out certain research or 
clinical trials in Ireland. Certain stages of the medical device 
life-cycle, particularly research and clinical trials, have tended 
to be carried on off-shore in jurisdictions perceived to be 
less vigorously regulated, more experienced in clinical trials 
and consequently less costly. It is anticipated that industry 
and government initiatives efforts, and the standardisation 
of regulation across the EU, shall see those based in Ireland 
carrying on more research and clinical trials within the State. 
Tax incentives and credits have been introduced and are 
working to simulate these research and development activities, 
and related capital spending. 

The role of the Irish Medicines Board and other bodies
Collaboration between organisations in academia and in the 
public and private sectors involved with medical devices has 
increased in the last few years. Many of the organisations 
arrange meetings, lectures and workshops regularly, and 
are cultivating online resources, databases and platforms to 
encourage connectivity and sharing of work and ideas.

Together with general scientific and industry support bodies 
Forfas, Science Foundation Ireland, the Industrial Development 
Agency and Enterprise Ireland, there are a number of dedicated 
organisations in the medical device and technologies arena 
forming a solid network that medical device companies can 
rely upon for support regarding legal compliance, research, 
commercialisation initiatives, training, education and funding.

The Irish Medicines Board (IMB), established in 1995, is the 
competent regulatory authority responsible for the licensing, 
manufacture, sale and supply of medical devices in Ireland. 
As has occurred elsewhere, the Irish regulatory authority 
has reacted to the changing industry and to the challenge 
of addressing the cross-over between medical devices 
and medicinal products by restructuring. In 2009 the Irish 
Medicines Board created three new departments: human 
products authorisation and registration, human products 
safety monitoring, and compliance, abandoning the division 
of responsibility between the human medicines and medical 
devices departments. In doing so the IMB recognised the 
increasing difficulty for industry in compartmentalising 
products in this manner. The National Standards Authority of 
Ireland was appointed by the IMB as a Notified Body charged 
with carrying out conformity assessment procedures to ensure 
compliance with a number of EU and national laws, including 
the CE marking.

In another positive development, six of the principal third 

level institutions in the country have recently formed a non-
profit company called Molecular Medicine Ireland (MMI). 
MMI is a research hub which allows the separate academic 
institutions, together with their associated academic hospitals, 
to coordinate their activities. Its intention is to improve Ireland’s 
clinical and medical research capacity. Its activities compliment 
other existing academic and commercial collaboration projects.

The IMDA is an industry body operating under the umbrella 
of IBEC, the country’s largest employer representative body. Its 
aim is to stimulate increased networking amongst enterprises 
of all sizes and an information hub. Its members comprise of 
multinational and indigenous companies and it has a number 
of working groups which concentrate on specific areas of 
importance.

Intellectual property rights and medical devices 
developed in Ireland
A medical device discovery in Ireland is capable of being 
protected by the range of intellectual property rights common 
and familiar to many jurisdictions. All primary legislation 
dealing with patents, designs, trade marks and copyright are 
based on European law, and have been introduced in the 
past 20 years. Legislation in the area of medical devices and 
intellectual property in Ireland is regularly updated and EU 
laws are introduced in a timely fashion into Irish national law. 
Ireland has ratified the European Patent Convention (EPC) and 
the Patent Co-Operation Treaty (PCT), and it is a signatory of 
the International Convention for the Protection of Industrial 
Property (the Paris Convention) and to the Berne Convention. 
Patents can be applied for through the PCT system, the EPC 
system, or through the Irish Patents Office. Irish law provides 
equivalent intellectual property protection to nationals of all 
other Paris Convention and the Berne Convention signatory 
countries as it grants to its own nationals.

The Irish Commercial Court, a specialist division of the High 
Court, uses a case management system so that intellectual 
property disputes are dealt with in an efficient manner, 
potentially in a space of a few months. Usually a claim in a 
commercial law dispute must be valued at €1m or more before 
it can be heard in the Commercial Court, however, helpfully this 
financial threshold does not apply where a legal action is issued 
under intellectual property legislation.

Unlike the United Kingdom, Irish law does not have ‘unfair 
contract terms’ laws restricting the terms and conditions 
which may be included in business to business commercial 
contracts. This allows for greater flexibility in terms of licensing. 
In addition to a corporation tax rate of 12.5 percent on trading 
income and patent royalties being generally exempted from 
tax, Ireland has no transfer pricing, no controlled foreign 
company rules and has an advantageous holding company 
regime. Professional service firms such as solicitors, accountants 
and tax advisers in Ireland now have many years experience in 
advising on specialist areas affecting the medical device sectors 
including licensing, valuing and commercialising of intellectual 
property rights. 
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The future
Reports, such as that produced by Irish government body 
Forfas in October 2009, have identified weaker links in a 
product’s life-cycle which need to be addressed by Ireland 
to improve its medical device industry. Another government 
body, the Expert Group on Future Skills Needs also identified 
skill-deficits that need to be worked upon in its report on “The 
Future Skills Needs of the Medical Devices sector in Ireland, 
February 2008”. That being said, the future for the medical 
devices sector in Ireland looks very positive. The size of the 
potential worldwide market for medical products shows 
no sign of abating. The world’s ageing population and an 
increasing demand for higher standards of healthcare and 
technology make the medical devices industry a lucrative 
sector.

Public funds of €8.2bn have been committed to investment 
in science and technology research up until 2013. This money 
is being used to fund centres of excellence like the €23m 
Biomedical Diagnostics Institute (BDI), which focuses on the 
development of next generation point-of-care biomedical 
diagnostic devices. 

There are players of all sizes and stages in the Irish medical 
device market, both indigenous and multinational, which 
provides an experienced and skilled workforce. Over one 
quarter of the medical device sector’s workforce is based 
on the Western seaboard in or near Galway city, which has 
given rise to a knowledge cluster in that part of the country. 
The professional services, private funding and government 
support infrastructures nurture both start-up and established 
companies. The Venture Capital Association of Ireland figures 
for investment in Irish companies from January to September 
2009 identified a healthy 15 percent of all investments in 
Ireland going into the drug delivery and medical device sector. 
The positive trend has continued into 2010 with Galway-based 
medical tech firm Creganna acquiring US company, Tactx 
Medical, growing its total workforce globally to 800 people.

There is no reason to believe that Ireland will not continue to 
position itself as an excellent location to base a medical devices 
or technologies business within Europe. 

Deirdre Kilroy is a partner at LK Shields Solicitors.

In 2009 there were numerous legislative developments in the 
pharmaceutical and healthcare industry in Hungary.

Act XCVIII of 2006 on the safe and economic supply and 
distribution of medicines and medical devices (the ‘Medicines 
Act’) had a big impact on the pharmaceutical industry in 
Hungary. The Medicines Act, which became effective from 1 
January 2007, amended various aspects of pharmaceutical 
regulation, particularly promotion, pricing and reimbursement, 
the wholesale and retail distribution of pharmaceuticals and 
the operation of pharmacies. The Medicines Act also imposed 
new payment obligations on pharmaceutical companies which 
significantly affected the operation and financial situation of 
industry players.

Tax benefits under the Medicines Act
According to a recent amendment, the Medicines Act foresees 
significant tax benefits for those pharmaceutical companies 
engaged in R&D. The Medicines Act provides that – under 
certain conditions – marketing authorisation holders may 
deduct the costs of scientific research and development up 
to 20 percent of the amount of tax payable under Article 36 
(1) and (4) as well as Article 42 (1)-(6) of the Medicines Act. 
According to Article 36 (1) of the Medicines Act, marketing 
authorisation holders must pay 12 percent of the total annual 
amount of reimbursement in respect of each of their products 

that is reimbursed by the national health insurance system. 
According to Article 36 (4) of the Medicines Act, special tax 
must be paid by pharmaceutical companies in respect of each 
medical sales representative promoting either their medicines 
or medical devices. Further, Article 42 of the Medicines Act 
provides for an extra tax/contribution which must be paid by 
marketing authorisation holders in case the pharmaceutical 
state budget has a certain degree of deficit. 

The 20 percent tax benefit may first be applied in respect of 
the above tax payments in 2010.

Further, as of 1 January 2011, the above deduction rules will 
become more favourable insofar as costs of scientific research 
and development will be deductible – under certain conditions 
– up to 100 percent of the amount of the tax to be paid 
pursuant to Article 36 (1) and (4) of the Medicines Act.

The conditions of deduction will include, among others, 
the requirement that the medical research and development 
expenditures exceed 20 percent of the amount of the 
reimbursement falling on the production price paid by the 
national health insurance system for the medicines marketed 
by the respective marketing authorisation holder. The amount 
of deductible costs will be decreased by certain items defined 
in the Medicines Act.

More detailed rules on the exercising of the deduction and 
the exact costs that can be taken into account as medicinal 

g Recent legislative developments affecting the operation of 
pharmaceutical companies in Hungary

BY HELGA BÍRÓ 
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research and development costs are set out in Governmental 
Decree Nr. 162/2009 on the detailed rules of deduction of 
research and development costs.

The above tax benefits will hopefully relieve some of the tax 
burden from pharmaceutical companies and will contribute 
to the fostering of investments in research and development 
activities.

Recent amendment of the Medicines Act changes pricing 
and reimbursement rules 
An amendment of the Medicines Act, which has recently 
been adopted by the Hungarian Parliament, has significantly 
changed several provisions of the Medicines Act on 
pharmaceutical pricing and reimbursement.

An important amendment which will affect pharmaceutical 
companies is the extension of the use of international reference 
pricing in pricing and reimbursement proceedings. Previously, 
the Health Insurance Fund Administration (OEP), which is the 
authority in charge of making pharmaceutical pricing and 
reimbursement decisions, took only into account international 
reference prices (i.e., the price of the same product or the 
products containing the same active ingredient in certain 
countries of the EU) prior to the inclusion into reimbursement 
of a product containing a not yet reimbursed active ingredient. 

According to the amendment of the Medicines Act, the 
OEP may revise, at least once annually, the prices of medicinal 
products belonging to a fixed reimbursement group to 
compare the prices of such products with the price of the same 
product or products containing the same active ingredient 
distributed in a country within the European Economic Area. 
Reference countries are listed in a decree of the Minister of 
Health.

The above rule will affect any product belonging to a 
fixed reimbursement group. There are two types of fixed 
reimbursement groups: active ingredient based fixed 
reimbursement groups and therapeutic fixed reimbursement 
groups. Active ingredient based fixed reimbursement groups 
are formed by the OEP if generics enter into the market and 
there are at least two products with the same active ingredient 
on the market. Products with very similar therapeutic 
qualities may belong to therapeutic fixed reimbursement 
groups. If the Hungarian production price of the product is 
at least 40 percent higher than the mathematical average of 
the production prices of the five cheapest products in the 
reference countries, the OEP will automatically exclude the 
product from reimbursement.

The amendment also contains more detailed rules on 
so-called subsidy-volume agreements. Subsidy-volume 
agreements are special reimbursement techniques in 
Hungary based on which the manufacturer or distributor of a 
medicinal product undertakes to contribute to the amount of 
reimbursement, provided the sales volume of the product (and 
therefore the reimbursement paid by the OEP in respect of the 
product) exceeds a certain threshold.

According to the official reasoning of the amendment, the 

government proposed the more detailed and transparent 
rules on subsidy-volume agreements to be included in the 
Medicines Act because the government considers payments 
of pharmaceutical companies based on the subsidy-volume 
agreements to be a more and more important source of 
financing of the pharmaceutical budget, particularly with the 
reduction of tax payments of pharmaceutical companies due 
to the associated tax benefits.

Products containing a not-yet-reimbursed active ingredient 
or having a not-yet-reimbursed indication may only be 
included into reimbursement within the framework of a 
subsidy-volume agreement. The maximum duration of subsidy-
volume agreements may not exceed four years.

The amount of payments of pharmaceutical companies 
under a subsidy-volume agreement may be subject to (i) sales 
(and reimbursement) volume; (ii) the estimated costs of failure 
to attain the therapy efficiency numbers undertaken in the 
agreement; or (iii) the failure to achieve the criteria enhancing 
patient compliance as set forth in the agreement. The above 
conditions may also be applied jointly. 

The above amendments entered into force on 1 January 
2010. 

Other significant legislative developments in 2009 which 
affected pharmaceutical companies
Amended data exclusivity rules
Decree No 52/2005 of the Minister of Health on the marketing 
authorisation of medicinal products intended for human use 
(the ‘Registration Decree’) has been amended in respect of the 
duration of the data exclusivity to comply with Community 
Directive 2004/27 amending Directive 2001/83 on the 
Community code relating to medicinal products for human use 
(the ‘Directive’).

Previously applicable provisions of the Registration Decree 
on data exclusivity only partially implemented the Directive 
because they provided for a six-year data exclusivity for 
medicinal products.

New provisions of the Registration Decree implemented 
the Directive’s provisions on data exclusivity with effect from 
29 July 2009. According to the amended Registration Decree, 
an applicant shall not be required to provide the results of 
pre-clinical tests and of clinical trials if he can demonstrate that 
the medicinal product is a generic of a reference medicinal 
product which is or has been authorised for not less than 
eight years in a Member State or in the Community. A generic 
medicinal product authorised pursuant to this provision shall 
not be placed on the market until 10 years have elapsed from 
the initial authorisation of the reference product. The 10-year 
period referred to above shall be extended to a maximum of 
11 years if, during the first eight years of those 10 years, the 
marketing authorisation holder obtains an authorisation for 
one or more new therapeutic indications which, during the 
scientific evaluation prior to their authorisation, are held to 
bring a significant clinical benefit in comparison with existing 
therapies.
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Pursuant to the Registration Decree, the above provisions 
shall not apply to medicinal products in respect of which an 
application for authorisation had been filed in a Member State 
or to the Commission prior to 30 October 2005. In the case of 
medicines in respect of which an application for authorisation 
had been filed in a Member State or to the Commission prior 
to 30 October 2005, the data exclusivity period shall remain six 
years.

Off-label prescription of medicines is allowed in Hungary
The laws in Hungary, for a long period of time, have strictly 
prohibited physicians from prescribing registered medicinal 
products for other than their approved applications. As a 
general rule, off-label use was considered to be a clinical trial, 
which if carried out without a proper licence may have even 
resulted in criminal sanctions.

Act XCV of 2005 on Medicines Intended for Human Use (the 
‘Pharma Act’) and Decree 44/2004 (IV. 28.) of the Minister of 
Health on the Prescription and Supply of Medicines Intended 
for Human Use (the ‘Supply Decree’) have been amended to 
allow off-label prescribing and the use of medicines as long as 
compliance with the following detailed conditions is ensured.

A medical doctor may prescribe a medicine for use other 

than its approved indication if: (i) the treatment of the patient 
with other approved medicines is not possible or unsuccessful 
and based on available evidence there is a chance to improve 
or stabilise the health status of the patient with the off-label 
application of the medicine; (ii) the medicine is registered 
either in Hungary or in another country; (iii) the specialist 
medical doctor submitted an application to the National 
Institute of Pharmacy (NIP) to request the off-label use of the 
medicine and the NIP approved this request.

The request for approval must contain – among others 
– the anamnesis of the patient, detailed data of the medicinal 
product and the indication for which it is intended to 
be prescribed, the professional reasons for the off-label 
prescription as well as medical literature to support the off-
label use. There is no need to submit medical or scientific 
literature if the NIP already approved the off-label use of the 
medicine for the indication concerned.

However, Hungarian laws still strictly prohibit the marketing, 
advertising or promotion of the off-label use of drugs.

Helga Bíró is a partner at Kajtár Takács Hegymegi-Barakonyi Baker & 

McKenzie.

2009 was a year of major changes for the Romanian 
pharmaceutical sector, starting with the new legislation 
regarding the mode of calculation of prices for medicinal 
products for human use, the claw back legislation and 
also, among others, the amendments in the conditions of 
reimbursement.

At the end of January, the Ministry of Health issued a new 
regulation regarding the calculation of prices for medicinal 
products for human use, i.e., Order 75/2009 for the approval 
of Norms regarding the mode of calculation of prices for 
medicinal products for human use (the ‘Order / Order 75/2009’), 
order that has drawn strong reactions from the marketing 
authorisation holders.

The Order, which entered into force upon its publication 
in the Official Gazette, i.e., on 02 February 2009, has repealed 
the former legislation regulating the calculation of prices of 
medicinal products and new rules have been set forth for 
calculation of the prices for medicinal products for human use. 
Such rules apply both for medicinal products newly entering 
the market, and for medicinal products already existing on 
the market, and whose prices have already been approved in 
accordance with the provisions of the former legislation.

As a general principle, based on the provisions of Order 
75/2009, the price for over the counter (OTC) products is set 

freely by the marketing authorisation holder and notified 
to the ministry, while for Rx products, the price is proposed 
by the marketing authorisation holder or its representative, 
and approved by the ministry, by comparison (i.e., minimum 
price) with the prices for the similar products in 12 European 
countries (Czech Republic, Bulgaria, Hungary, Poland, Slovakia, 
Austria, Belgium, Italy, Lithuania, Spain, Greece and Germany), 
or, should the product not be commercialised in any of the said 
12 countries, with the price in the country of origin. The Order 
has also implemented the policy of price comparison between 
original, first generic and generic products.

Also, according to the provisions of this Order, all prices 
of medicinal products have to be set in Romanian currency 
(RON), an aspect with important practical consequences for the 
medicinal products imported in other currencies.

However, the provision that probably raised the most 
reactions from the marketing authorisation holders was the 
one stipulating that within 30 days from the publication of 
the Order in the Official Gazette (i.e., until 4 March 2009) the 
marketing authorisation holders for medicinal products whose 
prices have already been approved, or their representatives, 
had to file with the Ministry of Health the supporting 
documents (as provided by the new legislation) for re-approval 
of the prices in accordance with the new procedure. 

g Romania 2009 – the year of changes 

BY ANA-MARIA BACIU AND DELIA BELCIU
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Once approved, the new prices are included in the National 
Catalogue of Prices for Medicinal Products, and become 
applicable, within 60 days from the publication of the Order in 
the Official Gazette (i.e., 04 April 2009). 

Should the marketing authorisation holder have failed to 
file with the ministry the supporting documents within the 30 
days term, after the expiry of the 60 days term (i.e., starting 04 
April 2009) the respective medicinal product could no longer 
be marketed in Romania. In case the supporting documents 
were filed after the expiry of the 30 days term, the medicinal 
products could be marketed only after the price is approved 
in accordance with the provisions of the Order, within 90 days 
from filing. 

According to the provisions of the Order, the marketing 
authorisation holders for medicinal products for which request 
for approval of the price had already been filed with the 
Ministry, but no decision had been issued until the moment of 
entering into force of the Order, or their representatives, had 
to file with the Ministry of Health the supporting documents 
(as provided by the new legislation) within 30 days from the 
publication of the Order in the Official Gazette (i.e., until 04 
March 2009). The prices for such products were approved in 
accordance with the new procedure. 

As a novelty in this field, the Order provides that in case the 
price proposed by the marketing authorisation holder or its 
representative (both for medicinal products newly entering 
the market, and for medicinal products already existing on 
the market) is not set in accordance with the provisions of the 
Order, the respective product shall be de-listed from the list of 
reimbursed products, for one year.

The purpose declared by the Ministry of Health for issuing 
this Order was the average 10 percent decrease in the price 
of medicinal products for the benefit of patients – a purpose 
which, according to the evaluations made public by the 
Ministry of Health, has been attained.

Nevertheless, in consideration of the current economic crisis 
which has created supplementary difficulties for the producers 
of original medicinal products as well as for the producers of 
generics, in October 2009, the Ministry of Health put into public 
discussions an order for the modification and completion 
of Order 75/2009. This new draft order aims to eliminate the 
double reference, i.e., price of the first generic to be set by 
reference to the price of the original and then price of the 
original (new-princeps) to be set by reference to the price of 
such new generic, and the comparison with the lowest price 
for the same medicine from the list of countries for comparison. 
In what concerns the comparison, this is now intended to be 
made with the average of the three lowest prices of the same 
medicine as approved within the countries for comparison. 
Also, the reference price for the generic is made by reference 
to a percentage of 70 percent from the price of the innovative 
medicinal product, compared to 65 percent before. However, 
from the draft publicly available it appears that this reference 
price would be applicable only in the situation where the 
medicinal product in question does not have a registered price 
within the countries from the comparing list. This Order has 

become the object of public debate and is currently in the 
legislative approval process. 

Another piece of legislation that has sparked strong reactions 
from marketing authorisation holders and legal persons 
actually obtaining income from commercialisation of medicinal 
products in Romania, was the Emergency Government 
Ordinance no. 104/2009 amending and completing Law no. 
95/2006 regarding the reform of the healthcare system (the 
‘Ordinance’) in force as of its publication in the Official Gazette, 
i.e., 07 October 2009 which sets forth the first claw back system 
on the Romanian pharmaceutical market. 

The purpose declared by the government for issuing this 
Ordinance was to finance certain health expenses from the 
health insurance public system, by providing the obligation 
of the marketing authorisation holders and legal persons 
actually obtaining income from commercialisation of the 
medicinal products in Romania which are included in the 
national healthcare programs, reimbursement system sold on 
prescription and hospital use, to contribute to the budget of 
the Ministry of Health with a quarterly contribution calculated 
as a percentage (5 to 11 percent from the total trimester 
income) from the value of the cash collections from public 
health care system after the VAT deduction. The contributions 
are due as of the entry into force of the Ordinance, namely 07 
October 2009.

The Ordinance is rather unclear as to the calculation basis as 
it makes reference either to the value of the cash collections, or 
the volume of sales, or incomes (Annex 14). 

Moreover, it is unclear if the Ordinance refer to a total of sales, 
cash collection, incomes for each product, for all the products 
of a marketing authorisation, or legal person obtaining incomes 
from commercialisation in Romania of the medicinal products 
from the public system, respectively if this total of the incomes 
is calculated on a different basis for medicinal products for 
which a distributor is the holder of the marketing authorisation 
or for which it is only the distributor.

Also, no distinction is made between the products that are 
effectively sold within the public system and those which, 
although belonging to the above mentioned categories, are 
not sold within the public system, but to patients that are 
entirely paying for such.

The sanction for not complying with the payment obligation 
is the loss of the reimbursement right from the national 
unique fund for social health insurances of the value of the 
medicinal products mentioned above. Considering the current 
reimbursement system, apparently, this is an indirect sanction 
for the marketing authorisation holders and distributors and 
will probably directly affect the pharmacies. 

These aspects, along with others that appear unclear, are 
expected to be clarified by the norms to be issued by the 
government for the implementation of these legal provisions. 

However, it is noteworthy to mention that the claw back 
contribution might lead to a dramatic decrease of the profit 
margin of companies commercialising medicinal products in 
Romania.

Another piece of Romanian legislation adopted within 
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the context of the current economic crisis is represented by 
Order no. 1331/905/2009 issued by the Ministry of Health and 
National Health Insurance House regarding the modification of 
Order no. 416/428/2009 for the approval of the Methodological 
Norms for the implementation of the Framework Agreement 
regarding the conditions of granting medical assistance within 
the social health insurance system for 2009. This order modifies, 
among others, the reimbursement term for the current activity 
in 2009 from 60 days up to 180 days from the date of validation 
of the invoices, according to the legal provisions in force, within 
the limit of the approved funds. These provisions are expected 
to also directly affect the pharmacies and implicitly the patients 
who benefit from compensated medicinal products. 

According to a marketing study realised by CEGEDIM, almost 
1500 pharmacies are at risk of closure next year as an effect of 
the prolongation of the reimbursement term, the most affected 
being those which realise sales of €30,000 on average per 
month. 

2009 brought significant changes for the pharmaceutical 
sector, but significant changes are expected to occur in 2010 
also, considering the current economic environment and the 
condition of the public health insurance system in Romania. 

Ana-Maria Baciu is a managing associate and Delia Belciu is a senior 

associate at Nestor Nestor Diculescu Kingston Petersen.
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g Classification of patient management software as medical 
devices

BY MICHAEL WHITT AND BERYL WANG

Health Canada provides the regulatory framework for the 
lawful sale of drugs and medical devices. However, recent 
pronouncements by Health Canada classifying software as a 
medical device has caught much of the health care and vendor 
communities by surprise. The impact this decision has will 
affect the ability to sell or import medical software in Canada 
and therefore has consequences beyond Canada’s borders. It 
may also impact the abilities within the public sector to share 
information systems they have developed, or to attract funding 
for procurement or improvement of existing IT systems.

Regulation of medical devices in Canada
In Canada, there are certain regulatory requirements associated 
with the sale of medical devices. ‘Medical device’ is defined in 
the Medical Devices Regulations (‘Regulations’) as any ‘device’ 
(defined in Food and Drugs Act (‘Act’)), but does not include a 
device that is intended for use in relation to animals. Pursuant 
to Section 6 of the Regulations, medical devices are classified 
into one of Class I to IV according to the rules set out in 
Schedule 1, where Class I represents the lowest risk to the 
public and Class IV represents the highest risk to the public. The 
classification rules are grouped by the various types of medical 
devices defined in Section 1 of the Regulations, including 
‘active devices’ which are “medical devices that depend for their 
operation on a source of energy other than energy generated 
by the human body or gravity”.

Recent notice from Health Canada to industry
On 31 August 2009, the Medical Devices Bureau of Health 
Canada issued a notice regarding the classification of patient 
management software as medical devices (‘Notice’). This Notice 
affects manufacturers/developers, importers and distributors of 
patient management software because it requires all affected 
patient management software to be licensed with Health 
Canada before it is sold, imported or distributed in Canada. It 
also affects acquirors of such systems, in particular those in the 
public sector. This Notice has caused confusion and concern 
within the healthcare sector because it is unclear how this 
new requirement affects healthcare facilities, organisations or 
groups that develop or use patient management software.

In the Notice, Health Canada affirms that it considers patient 
management software to be an ‘active device’ because the 
operation of software relies on a source of energy other than 
energy generated by the human body or gravity in order 
to operate the computing device upon which the software 
runs. Based on this characterisation, Health Canada asserts 
definitively that patient management software falls within the 

definition of ‘medical device’ under the Act, and as such, patient 
management software is subject to licensing requirements 
before such software is sold, imported, or distributed in Canada.

Patient management software as medical device
Health Canada states in the Notice that patient management 
software is considered either a Class I or Class II medical device, 
each of which require a different type of licence from Health 
Canada, depending upon whether and to what extent patient 
medical data is manipulated or interpreted, rather than merely 
displayed. Although Health Canada neglects to define ‘patient 
management software’ in the Notice, it appears that it is taking 
the approach that any software used in the course of patient 
care which enables computer hardware to acquire, manipulate, 
manage, or display patients’ information beyond name and 
address or billing information, is considered to be patient 
management software for the purposes of the Act.

Unfortunately, Health Canada fails to use specific examples 
of patient management software in the Notice to clarify its 
position that patient management software constitutes a 
medical device. It states in the Notice, however, that any patient 
management software will be considered as Class I medical 
device if it is used only for archiving or viewing information 
or images and is not involved in the primary acquisition, 
manipulation, and transfer of data. However, any patient 
management software with capabilities beyond basic data 
visualisation will be considered a Class II medical device. Health 
Canada states that “this includes any patient management 
software involved in data manipulation, data analysis, data 
editing, image generation, record of measurements, graphing, 
flagging of results or performing calculations. Any primary 
workstation that interfaces directly with a system (imaging 
or other type) by acquiring data and then sending data to an 
image generating, viewing, or storage device, is also classified 
as a Class II medical device”.

Effects of the Notice
Since the Regulations prohibit the importing or selling of 
medical devices without a licence, the major implication of 
including ‘patient management software’ as a ‘medical device’ 
for the purposes of the Act is that manufacturers/developers, 
importers, and distributors are required to obtain a licence 
with Health Canada before importing, selling, or distributing 
such software. A medical device licence must be obtained 
by a manufacturer (developer) of a Class II medical device 
(Section 26 of the Regulations), and an ‘establishment licence’ 
must be obtained by a manufacturer (developer) of a Class I 
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medical device (except where the manufacturer is importing 
or distributing solely through a person who holds an 
establishment licence) or an importer or distributor of a Class 
I, II, III, or IV medical device (Section 44 of the Regulations). The 
term ‘sell’ is broadly defined in the Act as, including “offer for 
sale, expose for sale, have in possession for sale and distribute, 
whether or not the distribution is made for consideration”.

Industry and Health Canada reactions and discussions
ITAC Health, a software vendor organisation in Canada, has 
submitted a number of software scenarios to Health Canada 
and asked for some guidance as to what types of software will 
be a Class I or Class II medical device. It is important to note 
that Health Canada’s response to ITAC Health is only a guide 
and will not bind Health Canada in its future interpretations in 
its regulation of medical devices. 

It may be helpful to know that currently Health Canada does 
not consider an electronic health record system that is custom 
developed by a health care organisation or government health 
ministry for the exclusive use by that health care organisation 
or government health ministry to be a medical device 
because it is not ‘for sale or distribution’. Developers working 
with healthcare provider organisations to provide patient 
management computing solutions in Canada should, however, 
consider their position within this new regulatory environment 
quite carefully, as Health Canada has not addressed the variety 
of types of organisations, both public and private, involved in 
the delivery of healthcare in Canada.

Some industry observers believe that Health Canada may 
be acting contrary to the legislative intent of the Act in its 
characterisation of certain patient management software 
scenarios. For example, in its response to ITAC Health’s request 
for guidance, Health Canada stated that it considers any 
electronic health record system that is custom developed 
by a health care organisation or government health ministry 
and is given to, or sold to another health care organisation or 
government health ministry to be a Class II medical device 
and subject to licensing requirements under the Act. In a time 
of consolidation of healthcare provider organisations into 
group or regional system-sharing plans, this interpretation is 
particularly troubling.

It is important to emphasise again that Health Canada’s 
responses to questions about certain software is not 
determinative of the issue, but it is certainly instructive as to 
Health Canada’s regulatory intent. The matter is, at present, 
unsettled.

Due to the lack of clarity of the Notice’s implications for 
health care institutions that develop and use software in-house 
and, from time to time, share with other health care institutions, 
both the information communication and technology industry 
serving healthcare providers, and the government-supported 
providers now find that it is critical that Health Canada clarify 

its position. Industry representatives are hopeful that Health 
Canada will consult with potentially affected health care 
institutions and Ministries to understand the concerns raised 
by imposing licensing requirements for the sharing of patient 
management software that are developed and used on a non-
commercial basis and make appropriate amendments. 

No transition period or ‘grandfathering’ for existing 
systems (yet)
Importantly, since the Notice did not provide for a transition 
period or any grandfathering provision, health care providers 
and institutions which develop patient management software 
and wish to distribute or share the use of such systems may 
currently be in violation of Section 26 and/or Section 44 of the 
Regulations. Industry and provider representatives are hopeful 
these clarifications will be made publicly as soon as possible, 
and that a transitional regime can be put into place. There has 
been some indication that a transition period of 24 months 
following the August 2009 Notice might be granted, but no 
public announcement by Health Canada as of 7 January 2010.

Summary – the unintended consequences
It is apparent that Health Canada has made a policy choice to 
regulate patient management software through the existing 
Medical Devices regulatory scheme. While it may be a laudable 
goal to regulate quality assurance and systems for product 
recall in computing systems used in healthcare, it appears 
that the implementation has not been as carefully planned or 
considered as one might have hoped. In particular, vendors 
of ICT systems into the Canadian healthcare provider market 
must now contend with an unknown and to some extent 
unknowable regulatory regime. Compliance with ISO standards 
for quality assurance and whatnot, which is required for certain 
levels of licences will be expensive and time-consuming, and 
may hurt smaller players in that market. Users also have to 
concern themselves with compliance – just like other medical 
devices, healthcare providers are not permitted to apply 
unlicensed devices in the care of patients. This potentially 
impacts many thousands of private physician office systems, as 
well as local and regional provider organisations and hospitals. 
Finally, other government bodies will have to become 
concerned – in Canada, healthcare providers must meet some 
federal standards (universality, portability, standards of care, 
etc.) in the provision of care, but the operation and funding of 
healthcare is done within the Provincial jurisdiction. This means 
that the various Provincial governments are now found to 
have supported and funded information and communications 
systems dealing with patient management and care which are 
essentially unlicensed.

Michael Whitt QC is a partner and Beryl Wang is an associate at Bennett 

Jones LLP.
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Licensing of intellectual property rights is of critical importance 
to the biosciences and life sciences industries. Often rights 
to key intellectual property are acquired under a licence 
agreement. With the downturn in the availability of financing 
since 2007 the solvency of the licensor is of material concern to 
many licensees.

In Canada, insolvency proceedings occur most typically 
under a receivership, the Bankruptcy and Insolvency Act (BIA) 
or the Companies Creditors Arrangements Act (CCAA). Recent 
case law developments and law reform have affected the 
picture in Canada and should cause licensees to reconsider the 
terms of their licence arrangements.

Companies Creditors Arrangements Act
A filing under the CCAA triggers a stay of proceedings. This 
legislation is often used to reorganise an insolvent debtor. 
In proceedings under the CCAA the Courts have a wide 
jurisdiction to vary and terminate agreements including the 
ability to terminate licence agreements.

In Re Eaton Co, (1999), 14 C.B.R. (4rth) 288 (Ont. S.C.) the Court 
permitted the debtor to disclaim an exclusive licence with a 
licensee who had paid substantial value for the rights to use 
the Eaton trademark in providing credit card services to Eaton. 
The Court held that to generally restrict debtor companies from 
repudiating contracts would constitute an insurmountable 
obstacle to reorganisations and compromises. The licensee 
retains an unsecured claim in damages. The Court noted that 
licence agreements do not give rise to a property right.

In Playdium Entertainment Corp. [2001] OJ 4459, the Court 
went further and ordered a licensor to grant a licence to the 
new entity and precluded termination of a licence for insolvent 
acts.

Under recent legislative reforms S.C. 2005, c. 47 and S.C. 
2007, c. 36 a licensor has the right to ‘disclaim or resiliate’ any 
agreement in the case of the CCAA upon the giving of a notice 
under that Act to the relevant parties.

In order to disclaim an agreement in a restructuring 
proceeding under these amendments, the debtor must 
provide notice to all other parties to the agreement on the 
day that the CCAA proceedings begin. The debtor must have 
the approval of the trustee/monitor to disclaim the contract or 
must otherwise apply to court for an order of disclaimer.

This power to disclaim is balanced, to a degree, by S. 
32(6) CCAA which provides for a licensee to be able to 
continue to use intellectual property so long as the licensee 
was performing its obligations in respect of the use of the 
intellectual property. Many of these new provisions remain 
uncertain including to what rights to use are protected under 
the exception and what obligations under a licence agreement 

need to be performed in order to benefit from the exception.

Bankruptcy
In the United States, the case of Lubrizol Enterprises Inc. 
v. Richmond Metal Finishers Inc. 756 F.2d 1043 (1985), in 
which a nonexclusive licensee lost its licence in bankruptcy 
proceedings, led to prompt reform of the US Bankruptcy Code 
to provide a licensee with a right to preserve an intellectual 
property licence. In Canada, there had been until recently 
little litigation directly on the subject of what could happen 
to a licence to intellectual property rights in an insolvency 
proceeding in Canada. 

Meanwhile, until recent law reform, the only case in which a 
court considered this specific issue in the context of a licence 
in Canada was Erin Features #1 Ltd., Re (1991) 8 C.B.R. (3d) 
205 (B.C.S.C.). In Canada there has been support in the law 
for a power in trustees in bankruptcy to disclaim executory 
agreements. (See New Skeena Forest Products Inc. v. Don Hill 
& Sons Contracting Ltd. 2005 BCCA 154 and Re Blue Range 
Resource Corp. (2000), 20 C.B.R. (4rth) 187 (Alta. C.A.).)

In Erin Features, Erin Features (‘EF’) had granted exclusive 
marketing rights in Canada to a film. Upon the bankruptcy of 
EF, the trustee in bankruptcy of EF sought court guidance on 
whether it could disclaim the agreement. The Court found 
that the agreement was not in the category of executory 
agreements, which could be disclaimed but instead 
characterised it as a transfer of rights. 

The situation in Canada has now been clarified as a result 
of recent legislative reforms. Under S.C. 2005, c. 47 and S.C. 
2007, c. 36 a licensor has the right to ‘disclaim or resiliate’ any 
agreement. (S. 65.11 BIA.)

In order to disclaim an agreement in a restructuring 
proceeding under the BIA under the amendments, the debtor 
must provide notice to all other parties to the agreement on 
the day that the notice of intention or proposal is filed under 
the BIA. If an agreement is disclaimed and a co-party suffers a 
loss accordingly, that counterparty may bring an unsecured 
claim for damages. 

This power to disclaim is offset by S. 65.11(7) BIA that 
provides for a licensee to be able to continue to use intellectual 
property so long as the licensee was performing its obligations 
in respect of the use of the intellectual property. Many of these 
new provisions remain uncertain, including what rights to use 
are protected under the exception and what obligations under 
a licence agreement need to be performed in order to benefit 
from the exception.

The reforms contemplated above only speak to restructuring 
proceedings under the BIA. Therefore, in a bankruptcy the 
common law still governs on the issue of disclaimer.

g Insolvency and the risk of loss of critical IP licences

BY MARTIN P.J. KRATZ
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Receivership
Unlike a bankruptcy or CCAA proceeding, a receiver may be 
appointed under a security agreement or by court proceeding. 
The receiver takes the business and its contracts as he finds 
them and has no power to change them.

While a receiver cannot disclaim a licence agreement, the 
receiver’s decisions can affect the underlying intellectual 
property rights and hence future performance under the 
licence agreement. In Royal Bank of Canada v. Body Blue 
Inc. 2008 CanLII 19227 (ON S.C.) this was illustrated in the 
biosciences / life sciences context. Body Blue Inc. (‘Old Body 
Blue’) had been the owner of certain patents. An Interim 
Receiver was appointed over Old Body Blue. Body Blue 2006 
Inc. (‘Body Blue 2006’) obtained a vesting order (‘Order’) 
transferring to Body Blue 2006 all rights in the assets of Old 
Body Blue. By agreement Old Body Blue’s right, title and interest 
in and to the purchased assets, including the patents, was 
transferred to Body Blue 2006. Under the Order, all right title 
and interest of Old Body Blue in the purchased assets vested in 
Body Blue 2006.

Prior to the expiration of the appeal period in respect of 
the Order, Herbal Care advised Body Blue 2006 that while Old 
Body Blue had been the owner of the patents, Old Body Blue 
had granted an exclusive licence to Herbal Care. Herbal Care’s 
position was that its rights were not affected by the Order.

Body Blue 2006 brought the present motion for an order 
declaring that title to the patents were conveyed to Body 
Blue 2006 by the Order and that Herbal Care’s contractual or 
licensed rights, if any, ended by reason of the Order.

Herbal Care provided no evidence to support any property 
interest in PG Free and the Court found that the licence 
agreement did not constitute a property right. The Court 
concluded that the process by which the assets of Old Body 
Blue were transferred to Body Blue 2006 was conducted in 
accordance with applicable law and in accordance with Court 
Orders made in this proceeding.

The Court found that, at best, Herbal Care had an exclusive 
licence to use the patents. However, even if established, a 
licence agreement only creates a contractual agreement as 
between the parties but does not create proprietary rights. The 
Court noted that Herbal Care’s remedy, if any, was contractual 
in nature and was impacted by the Order.

In this case, the Order determined the rights of the parties 
represented in that proceeding in respect of the assets that 
were the subject of the sale. Although Herbal Care had not 
been given notice and was not represented at the hearing 
giving rise to the Order, the Court found that this non-
participation did not impact on this motion. Herbal Care took 
no steps after becoming aware of the Order to set aside or vary 
the Order and did not appeal the Order. The Court found that 
Herbal Care was therefore bound by the terms of the Order.

The Court found that Herbal Care had a contract claim 
against Old Body Blue but that the claim did not affect the 
transfer of title to the property, assets and undertaking of Old 
Body Blue to Body Blue 2006. Finally, the Court held that Body 

Blue 2006 held the transferred assets free and clear of any claim 
of Herbal Care.

The reforms contemplated in S.C. 2005, c. 47 and S.C. 2007 
only speak to restructuring proceedings under both the BIA 
and the CCAA. Therefore, in a bankruptcy or receivership 
proceeding, like Body Blue, the common law still governs on the 
issue of disclaimer.

Conclusions
Licensees reading the Body Blue case would be rightly 
concerned about the potential loss of their licence rights in the 
event of a receivership of their licensor.

What are some lessons from this case? Herbal Care could have 
taken steps to dispute or appeal the Order but did not do so.

While difficult to obtain in most licence transactions, 
Herbal Care could have sought to include language in the 
licence agreement that spoke to a proprietary interest in the 
underlying intellectual property rights or to even obtain a 
partial interest in the IP itself.

It has been suggested that in an appropriate case, a security 
interest could be sought and registered to protect the 
licensee’s interest. In Synergism Arithmetically Compounded Inc. 
v. Parkwood Hills Foodland Inc., 2000 CanLII 22781 (ON S.C.) a 
secured party was able to take control of key trademarks and 
franchise agreements before bankruptcy proceedings.

Complex parallel structures could also be set up to diminish 
the risk of licensor insolvency.

Of course, as has always been the case, licensees should 
monitor the solvency of the licensor and consider negotiation 
of terms to address solvency risk when possible.

Licensees seeking to conclude critical licenses need to 
rethink the risk profile of the licensor and the licensee’s options 
in the event of insolvency. Canada’s new amendments to the 
BIA and CCAA goes a few steps towards the protection of some 
rights of a licensee in a restructuring proceeding but offer no 
comfort in the bankruptcy or receivership context.

Martin Kratz is a partner at Bennett Jones LLP.

Canada’s new amendments to the BIA and CCAA goes 
a few steps towards the protection of some rights of 
a licensee in a restructuring proceeding but offer no 
comfort in the bankruptcy or receivership context.
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Brazil’s potential in the biotechnology field can be seen via the 
impact of agribusiness on the Brazilian economy. According 
to the government in 2004, the agribusiness sector grew by 
almost five percent annually between 1998 and 2003 and is 
responsible for almost one-third of the Brazilian GDP and 42 
percent of exports, and there is good growth potential, with 
almost 90 million hectares of idle fertile land. Agribusiness is 
based on exportation of primary products, such as soybean 
and meat, which are primarily low technology-added goods. 
However, it also relates to the use of new products and 
processes to increase production, such as the creation of 
genetically modified organisms, new plant varieties and new 
pesticides. These are high technology-added goods, and result 
from R&D.

The implementation of a sui generis system of plant variety 
IP protection in 1997 under the WTO-TRIPS regime of article 27 
has already led to a new scenario in the country. The research 
for developing new varieties adapted to local conditions has 
been increasingly subject to public and private investments. 
For instance, the Empresa Brasileira de Pesquisa Agropecuária 
(EMBRAPA), the Brazilian Agricultural Research Corporation, a 
public company founded in 1973, is one of the biggest Brazilian 
research companies, with more than 2000 researchers and a 
multibillion R&D budget. This article deals with the intellectual 
property protection given to plant varieties under the Brazilian 
system, which should serve as a tool to attract investments in 
R&D.

The system protecting the rights of breeders of new plant 
varieties was created in Brazil by means of Law 9456 (April 
1997) and Decree 2366 (November 1997), which regulate the 
statute. At that time, Brazil was not yet a Contracting State of 
the UPOV Convention – it became a full member on 23 May 
1999, adhering to the 1978 version of the Convention. Law 
9456/97 provides a protection which may represent a mix of 
the systems established by the 1978 and 1991 revisions of the 
UPOV Convention.

The protection of intellectual property rights regarding 
plant varieties is made through the granting of a plant variety 
protection certificate, issued by the Serviço Nacional de 
Proteção de Cultivares (SNPC), the National Plant Varieties 
Protection Service, which is subordinate to the Ministry of 
Agriculture. The certificate is deemed a commodity for all legal 
purposes and the sole form of protection for plant varieties 
(as a whole) to inhibit the free use of plants and of their 
reproduction parts or vegetative multiplication parts. There are 
currently 1284 protected plant varieties in Brazil. This protection 
must be analysed independent of eventual patent rights 
towards gene sequences of plants. 

Protectable subject matter 
A new plant variety, an essentially derived plant variety of 
any kind, or species of plant are entitled to protection. For 
such purposes, one should consider the following definitions. 
Firstly, plant variety: a variety of any higher vegetable kind or 
species that is clearly distinguishable from other varieties, and 
is homogenous and stable, for successive generations, with 
regards to its descriptors. It should furthermore be useful in 
the farming or forestry complex. Secondly, new plant variety: 
a plant variety which has not been offered for sale in Brazil 
for more than 12 months since the date of the application for 
the protection and that, without prejudice to the time limit 
for commercialisation in Brazil, has not been offered for sale 
with the consent of the breeder in other countries six years 
prior to the Brazilian application for trees and vine species, and 
four years for other species. Finally, essentially derived plant 
variety: when cumulatively it is: (i) predominantly derived 
from the initial plant variety (or from another essentially 
derived plant variety) without losing the ability to exhibit the 
essential characteristics resulting from the genotype or from 
the combination of genotypes of the plant variety from which 
it derived, except regarding the differences resulting from 
the derivation; (ii) clearly distinct from the plant variety from 
which it derived, except regarding the differences resulting 
from the derivation; and (iii) has not been offered for sale in 
Brazil for more than 12 months from the date of the application 
(applicable the same terms related to a new plant variety with 
regard to the commercialisation abroad)

It is necessary that the plant variety seeking protection has 
not been offered for sale in Brazil for more than 12 months (or 
abroad for more than four years, or six years in case of trees and 
vine species) and must comply with the statutory requirements 
of novelty, homogeneity, stability, being a higher vegetable, 
evidencing distinctiveness and being useful to the Brazilian 
farming or forestry complex. Furthermore, in order to be able 
to obtain protection, the plant variety must first belong to list 
of protectable species issued by the SNPC regularly. Currently, 
there are 91 plant species entitled to protection in Brazil. Such 
plant varieties are protected for a 15-year term from the date of 
granting of the Provisional Certificate of Protection. For vines, 
fruit trees, forest trees and ornamental trees, the protection is 
granted for a period of 18 years.

The rights conferred
The protection of the plant variety refers to the material of 
reproduction or vegetative multiplication of the whole plant, 
which the rightholder is entitled to prevent third parties from 
producing for commercial purposes, or to offer for sale or 

g Protecting plant varieties under the Brazilian intellectual 
property law system

BY VIVIANE YUMY KUNISAWA AND RICARDO DUTRA NUNES
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commercialise the propagation material of the plant variety 
without his authorisation. Whenever it may be indispensable 
to repeatedly use the protected plant variety for commercial 
production of another plant variety or of a hybrid, the holder 
of the second is obliged to obtain an authorisation of the 
holder of the first. Further, when a plant variety is considered 
to be essentially derived from a protected plant variety, its 
commercial exploitation is conditioned to the authorisation 
from the holder of the first protected plant variety.

However, infringement of the breeder’s rights will not occur 
when someone: (i) stores and plants seeds for private use in his 
own premises; (ii) uses or sells the product from his crops as 
food or raw material, except for purposes of reproduction; (iii) 
uses the plant variety as a source in genetic improvement or 
in scientific research; (iv) being a small farmer, multiplies seeds 
for donation or exchange exclusively with other small farmers, 
within financing or support programs benefiting small farmers 
authorised by the government.

With specific regards to sugar cane, the flagship of the 
Brazilian bio-diesel program, there are specific exceptions 
to the exclusions from infringement. To multiply vegetative 
material, even for private use, the producer is obliged to 
obtain authorisation from the holder of the right to the plant 
variety. This is only applicable to crops in which producers 
hold properties with an area equivalent to at least four fiscal 
modules and when the crops are for industrial processing 
purposes. When payment is required for the granting of 
the authorisation, it may not prejudice the economical 
and financial balance of the crop. This protection is also 
not applicable against producers who have begun the 
multiplication process of plant variety for their own use, before 
the date of enactment of Law 9456/97.

Further issues
Upon obtaining the Provisional Certificate of Protection or the 
Plant Variety Protection Certificate, the breeder is obliged to 

provide the SNPC with two live samples of the protected plant 
variety, one being intended for handling and examination, the 
other being intended to integrate the germplasm collection. 
Moreover, the breeder is obliged to keep a live sample of 
the protected plant variety at the disposal of the competent 
agency during the term of protection.

In cases involving transgenic plant varieties, the applicant 
must file the report issued by the Comissão Técnica de 
Biossegurança (CTNBio), the National Technical Committee 
for Biosafety, which authorises the use of such varieties. This is 
needed because a transgenic plant variety must be tested for 
the analysis of environmental impact and public health control.

To date, the system protecting the rights of breeders of 
new plant varieties works based on the applicant/breeder 
credibility. Government institutions do not have a reliable 
structure to examine the requirements of distinctness, 
homogeneity and stability of the new plant varieties. The SNPC 
has been accepting the results of the tests which demonstrate 
distinctness, uniformity and stability that have been carried out 
abroad, provided that they are submitted duly translated into 
Portuguese. Only in few cases does the SNPC carry out new 
tests.

In order to be produced and marketed, Law 10711 of 5 
August 2003 mandates that a plant variety is registered at 
the Registro Nacional de Cultivares – RNC (the National Plant 
Varieties Registry) before the Ministry of Agriculture. For this 
purpose, information on the identity of the plant variety and 
experimental evidence that it is beneficial to farmers and/or 
consumers must be submitted to the Ministry of Agriculture. In 
case this data is undisclosed and involves considerable efforts, 
Art. 195, XIV of Law 9279/96 provides for exclusivity rights on 
such data, establishing that its unauthorised use or exploitation 
is a criminal act.

Viviane Yumy Kunisawa and Ricardo Dutra Nunes are associate attorneys 

at Momsen, Leonardos & Cia.
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g Australia debates gene patents: the butterfly effect

BY DANIEL SCHAFT AND JACINTA FLATTERY-O’BRIEN

We are all familiar with Edward Lorenz’ butterfly effect in which 
a small change in a dynamic system can produce a change 
of much greater magnitude in a distant location. Recently, 
decisions made by the board of directors of a relatively small 
Australian biotechnology company under the leadership 
of an ambitious CEO triggered a series of events that could 
ultimately result in legislative change of Australian patent law 
prohibiting the patenting of ‘biological materials’. This change 
would be unprecedented in the world of patents and could 
have far-reaching ramifications for Australia’s biotechnology 
industry. 

On 11 July 2008 the CEO of Genetic Technologies (ASX: 
GTG; NASDAQ: GENE), Michael Ohanessian, announced the 
company’s decision to enforce its Australian and New Zealand 
patent rights to exclusively screen and test for mutations in 
two key genes underlying the development of ovarian and 
breast cancer (BRCA1 and BRCA2). Mutations in these genes 
account for 5 to 10 percent of breast cancers and if a woman is 
found to have such a mutation, she has a 60 percent chance of 
developing breast cancer. 

GTG obtained the exclusive rights over patents covering 
the BRCA cancer test in a complex cross-licensing agreement 
with Myriad Genetics Inc. (‘Myriad’; Salt Lake City, Utah, USA). 
In exchange, Myriad could utilise GTG’s ‘junk DNA’ as proxy 
markers for mutations associated with congenital disorders. 

In the US, Myriad has strategically licensed the rights to 
the BRCA testing technologies to only a limited number of 
commercial genetic testing laboratories. The fact that some 
of these agreements also appear to limit the extent of testing 
that can be performed has drawn widespread criticism. 
Specifically, Myriad has been accused of having the ability 
to control access to, and use of, genetic material such that it 
may: (i) disrupt close links between publicly funded genetic 
testing and associated clinical and counselling services; (ii) 
result in a two to three-fold increase in genetic testing costs; 
(iii) circumvent centrally monitored quality control procedures; 
and (iv) prevent the development and use of complementary 
or alternative testing technologies for BRCA mutations.

In Australia, from 2002 to 2008 GTG declined to enforce their 
rights in the Myriad BRCA1 and BRCA2 screening technology 
saying that this was “GTG’s gift to women in Australia and New 
Zealand”.

GTG’s decision to retract this gift resulted in public outcry 
and sparked passionate public debate. Extensive media 
coverage and negative publicity further prompted GTG 
shareholders to depose the acting CEO only one year after 
his appointment. In a board spill Michael Ohanessian and 
a majority of directors were removed from GTG’s board of 
directors in November 2008. A newly formed board shortly 

after rescinded the decision and announced that GTG would 
revert to its previous position and allow other testing facilities 
to perform the BRCA tests.

GTG thereby resolved the controversy surrounding the BRCA 
patents relatively swiftly and, as a result, no significant changes 
to availability and/or costs of BRCA testing had to be absorbed 
by the Australian health system. Nevertheless, GTG’s initial 
and highly controversial announcement has continued to 
fuel public debate in Australia over whether gene sequences 
should remain patentable subject matter. For example, it was 
suggested that gene or protein sequences should not be 
patentable as they already exist in nature and that gene or 
protein patents allow a third party to own a part of a person’s 
body. These concerns are already addressed by our patent 
laws – only isolated genes/proteins are patentable, not those 
still in our bodies. To develop technologies, such as the BRCA 
tests for example, a scientist works with a form of the gene 
that is, in fact, not found in the human body, i.e., the scientist 
has to invent rather than merely observe and discover. 

Nevertheless, the debate generated such interest that it 
culminated in an enquiry by the Australian Senate’s Public 
Affairs Committee into gene patents to determine “the 
impact of the granting of patents in Australia over human 
and microbial genes, non-coding sequences, proteins, and 
their derivatives, including those materials in isolated form...”. 
Seventy-two submissions were made by members of the 
public, scientists, research institutes and patent attorneys. 
Notable among them was a proposal by the Cancer 
Council Australia to exclude: “biological materials, including 
recombinant materials (including but not limited to their 
components, parts or derivatives, whether isolated or purified 
or not and regardless of their state and processes used in 
their production) which are identical or substantially identical, 
individually or collectively, to those that exist in nature”. As 
can be appreciated, an exclusion in such terms would go well 
beyond the exclusion of genes and proteins. 

The Committee was initially scheduled to report to 
the Senate at the end of November 2009. However, it recently 
announced that “it requires further time to give more detailed 
consideration to the complex issues involved and to assess the 
range of options that were expressed in evidence during the 
enquiry” and has delayed its report until 18 March 2010.

So, a fairly straightforward decision by GTG to enforce 
patent rights has resulted in a major Senate Inquiry with a 
flurry of submissions. 

 
Are gene/protein patents different? 
From one point of view, gene patents are no different 
to patents for inventions in other areas of technology. Patent 



www.financierworldwide.com | FW 45

2010 BIOTECHNOLOGY & LIFE SCIENCES SECTOR

<< CONTENTS

monopolies allow the patentee to exclude others from 
performing or exploiting the patented technology and, 
as such, provide an incentive for investors to pursue cost-
intensive and often high-risk research and development. 

The difference lies in the investment required to obtain a 
gene patent. Often the costs of pursuing development of 
biotechnological and/or diagnostic inventions are significantly 
higher than for other technologies. Costs for development, 
obtaining regulatory approval and marketing in relation to bio-
medical inventions commonly range in the order of hundreds 
of thousands to a billion dollars. As such, the prospect of 
receiving a patent monopoly for a limited time period in 
which investments can be regained and profits realised is 
fundamental to securing initial investment to pursue and 
develop novel technologies. 

 
Would it hurt Australia to exclude gene/protein patents?
Patents for gene sequences are regularly granted in Australia 
and most other jurisdictions. In the Australian debate, 
opponents to gene patents, on one hand, have argued that 
broad patent monopolies over genes restrict public access to 
important bio-medical technologies, increase health care costs 
and stall research progress. Supporters of gene patents, on the 
other hand, have argued that only the prospect of receiving 
temporary monopoly rights, in particular for bio-medical 
inventions, provides sufficient incentive for companies to 
invest in and to pursue the development of such high-risk/
high-cost/long-lead-time health care agents. 

In a recent press conference, representatives of the 
Australian professional body of patent attorneys (The Institute 
of Patent and Trade Mark Attorneys of Australia, IPTA) argued 
that gene patents are vital to Australia’s bio-medical industries 
and that their exclusion would bring Australia’s biotechnology 
industry “to its knees”.

It appears that there is very little empirical evidence 
(positive or negative) of the ‘impact’ of gene patents on health 
care costs, investment in healthcare, progress/inhibition of 
bio-medical research or even on measures of public health 
success. This shortage of reliable data is not overly surprising 
as, due to the long-lead-time for healthcare agents which are 
based on genetic technologies, these agents are only just 
starting to enter the market. As such, it has been argued that 
many of the submissions to the Senate Committee would be 
based on “individual assumptions or, at best, anecdotal data”, 
rather than methodological appropriate research (Intellectual 
Property Research Institute of Australia; IPRIA). 

Australia accounts for only about 3 percent of the world’s 
pharmaceutical market and, consequently, Australia’s 
biotechnology innovators look to the US, Europe and Japan 
for revenue, not to Australia. As such, being unable to obtain 
protection for their invention in Australia would not necessarily 
heavily impact their market position. 

Indeed, it could be argued that, if Australia did not 
have gene / protein patents, Australia could become a base 
for investment in biotechnology research because researchers 

and innovator companies would not be encumbered by 
patent protection. (It should be said that there is, in fact, little 
evidence that academic researchers in Australia are affected 
by patents, and some data suggests that at least their US 
counterparts are not affected – but the impact of patents 
on academic research is somewhat different to the effect on 
commercial research.)

Moreover, it could even be argued with some logic 
that without gene / protein / biological material 
patents, diagnostics and drugs relating to these products 
would be cheaper in Australia because they could be supplied 
by generic manufacturers who tend to operate on lower 
margins than innovator companies. 

However, even if we could accept an argument that 
Australia might somehow benefit from a ban on patents 
relating to genes / proteins / biological materials, there is a real 
prospect of Australia’s international reputation and credibility 
being affected were we to outlaw these patents. 

In Australia, as in all member countries of the World Trade 
Organisation (WTO), inventions in all areas of technology are 
patentable provided they fulfil the general requirements for 
patentability. It is noteworthy that WTO members are also 
signatories to the Agreement on Trade-Related Aspects of 
Intellectual Property Rights (TRIPS) which specifically requires 
that there be no discrimination between the applicability of 
patent rights across technologies. While certain exemptions 
to patentability are allowable under TRIPS, such as the 
exclusion of human beings and the biological processes for 
their generation, it has been strongly argued that prohibition 
of patents for genes, proteins or biological material generally 
would result in us falling foul of our commitments under TRIPS. 

Moreover, if we expect other countries to act as we do 
then it must be assumed that the ultimate aim would be to 
have gene/protein/biological material patents banned in all 
jurisdictions. Given the requirement for investment in order to 
achieve a biological product discussed above, it is likely that 
were patents covering this technology outlawed, many of the 
technologies that we currently benefit from would not make 
it to market. A stunning example of this is the Gardasil cervical 
cancer vaccine invented by our Australian of the Year, Professor 
Ian Frazer. Gardasil required significant investment from 
industry to develop from an interesting observation in the 
laboratory to a multi-billion dollar product earning significant 
revenue for the University of Queensland and saving 
thousands of lives all over the world. 

 
Is there another solution?
This is not a debate regarding whether patent laws allow 
for patents covering genes / proteins / biological materials 
– they clearly do. Rather the Senate is inquiring as to whether, 
on ethical, moral or other grounds, we should exclude these 
patents. 

We believe that there is a real possibility that much of 
the concern voiced in the debate could be addressed by 
more stringent application of the current laws relating to 
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patentability. In order to be patentable an invention must not 
only be novel (new) it must be inventive. Irrespective of the 
field of technology, what is considered inventive will evolve as 
the technology develops. So for example, a task that may have 
required great skill, effort, knowledge and inventiveness 10 or 
15 years ago (elucidating the sequence of a particular gene for 
instance) may potentially be performed automatically or as a 
routine operation today. As such, perhaps if an invention lies 
in the discovery that a nexus between a gene and a particular 
disease exists, it would be worthwhile asking whether, given 
present technology, the patentee is entitled to protection 
of the isolated gene sequence, or simply should be given 
protection for the use of the patented gene in a diagnostic test 
or therapeutic treatment for the disease? Without doubt some 
isolated genes / proteins would remain patentable because 
they would meet the test for novelty and inventiveness (e.g., 
because the isolated form was particularly difficult to isolate 
and required an inventive step). However, the number of gene 
patents would continue to reduce until a very small number 
would be allowable – and indeed with the recent human 
genome sequencing projects, gene sequences have become 
more difficult to patent. 

Of course, the suggestion that patent examiners apply 
existing rules more stringently will not leave the likes of Myriad 
or GTG without patent protection. Even if the BRCA patents 
were to be examined today and it was to be found that the 
gene per se was not patentable, Myriad/GTG is likely to be given 
patent protection for the diagnostic tool – covered by a patent 

claim to the use of the gene in the genetic test. If the ultimate 
aim is not to exclude gene / protein patents but to allow the 
public to benefit from research without paying royalties to 
the companies that carried out the research, then that would 
not be achieved by banning gene / protein patents per se. 
However, it begs the question as to why the public would 
expect to benefit from some forms of research without paying 
the innovator company while the same public is quite ‘happily’ 
paying billions of dollars to pharmaceutical companies who 
have patent monopolies on drugs. 

 
Summary
In conclusion, the direct impact of a gene / protein / biological 
materials patent ban on Australia’s local bio-medical industry is 
somewhat difficult to assess. Arguments to date on either side 
do not appear to have much qualitative or quantitative data 
behind them. What is clear, however, is that if Australia were 
to exclude these patents we would be a pariah in the 
international community, it would present difficulties in terms 
of our international obligations and, if other countries were 
to follow our lead, it is likely to significantly affect not only our 
biotechnology industry but the biotechnology industry in 
general. 

Daniel Schaft and Jacinta Flattery-O’Brien are patent attorneys at 

Shelston IP.

Clinical trials form an vital component of the drug discovery 
process worldwide, and it’s no different in India. India has 
emerged as one of the leading destinations for clinical trials 
by several multinational companies in recent times. India 
has people with various diseases, which has made it an 
international hub for clinical trials that hold enormous potential 
for benefiting patients and ensuring advancement in medical 
practice based on evidence.

Laws governing clinical trials in India
There are number of laws governing clinical research in 
India, some of the main legislations are as follows: Drugs and 
Cosmetics Act, 1940, Drugs and Cosmetics Amendment Rules 
(2005), Medical Council of India Act, 1956 (amended in the year 
2002), Indian Council of Medical Research (ICMR) Guidelines, 
Department of Biotechnology (DBT) guidelines, Good Clinical 
Practices (GCP) guidelines, (2001), The Environment (Protection) 
Act, (1986), and Guidelines for Exchange of Biological Material 
(Ministry of Health Order, 1997).

Regulatory body 
The ICMR is the regulatory body responsible for clinical trials. 
It has brought out guidelines for clinical research, institutions 
and personnel involved in clinical trials. The Drugs Controller 
General of India (DCGI) is responsible for regulatory approvals 
of clinical trials in India. The Drugs and Cosmetics Rules govern 
clinical trials legislative requirements. They are enforced by the 
office of the Drug Controller General of India (DCGI) under the 
Central Drug Standard Control Organization (CDSCO). DCGI 
approves an NDA (New Drug Application) after determining 
that a drug is safe and effective for its intended use(s). The 
DCGI’s office depends on experts and other government 
agencies for advice. 

Regulatory changes in India regarding clinical trials
In the year 2005, Schedule Y of the Drugs and Cosmetics Act, 
1940 was amended. Earlier, all foreign drugs were required to 
be re-tested at one phase below the highest phase of testing 
abroad. Now parallel global clinical trials have come. Schedule 

g Clinical trials: a legal and regulatory perspective in India
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Y now permits Phase 2 and 3 trials. For example, if a new drug 
is developed by a multinational company, India is now part of 
the global trial; India can have a claim on it. ICMR should not 
approve drugs which are not relevant to India.

International treaties
There are many international treaties which by way of custom 
and convention govern clinical trials, such as: Nuremberg 
Code and Declaration of Helsinki (1964), Universal Declaration 
of Human Rights, International Health Regulations 2005, 
International Conference on Harmonisation of Technical 
Requirements for Registration of Pharmaceuticals for Human 
Use ICH-GCP (Good Clinical Practice) Guidelines, World Health 
Organization (WHO) guidelines; and Universal Declaration on 
Bioethics and Human Rights, UNESCO 2005.

Advantage India for clinical trials 
What makes it special for India? A large number of people with a 
variety of diseases, with relatively low costs, availability of trained 
human resources and infrastructure, good patient compliance 
and retention, and an increasingly accommodating regulatory 
environment make India a popular place for clinical trials.

In order to control the above situation and make the clinical 
trials transparent, the ICMR is maintaining a clinical trial registry 
in India. Today, the world over, a need has been felt on the 
imperative for transparency, accountability and accessibility 
in order to re-establish public trust in clinical trial data. And 
this would be feasible only if all clinical trials conducted are 
registered in a centralised clinical trials registry.

In order to make clinical data and reports available to all, 
an online clinical registry has been initiated by the Indian 
Council of Medical Research (ICMR) for the registration 
of any interventional trial to ensure the transparency and 
accountability of clinical research. The clinical trial registry of 
India (CTRI) is an online registry of prospective clinical trials 
in India. This is the initiative started by the National Institute 
of Medical Statistics (NIMS) of the Indian Council of Medical 
Research and is supported by the Department of Science and 
Technology (DST) and the World Health Organization (WHO).

CTRI will create a database of prospective clinical trials in 
India after their registration. The data and reports of these 
clinical trials and their status will be available to the public 

and professionals free of cost after formal registration on their 
website. Thus, setting up a Clinical Trials Registry would ensure 
that all clinical trials conducted in India are publicly declared 
and identifiable and a minimum set of information of all 
clinical trials is freely available to physicians, health researchers, 
academicians, pharmaceutical industries as well as the 
common man.

Currently, the registration of clinical trials is only voluntary 
and not mandatory. With increased awareness about 
this initiative and wide acceptance of the purpose of CT 
registration, it is likely that it may become mandatory in the 
future for initiation of clinical trials in India. At the end of a 
successful registration, each CT is assigned a unique WHO 
identification number called the Unique Trial Reference 
Number (UTRN).

Challenges of conducting a trial in India
In planning a trial in India, multinational companies would 
have to take into account the diverse cultural, economic, 
social and educational differences that exist. The absence of 
specific enforcement of guidelines can result in exploitation 
by anyone with a vested interest. Due care would have to be 
taken to ensure that compassion, ethics and honesty do not 
get compromised in the race to finish trials. Like every new 
commercial activity, the conduct of clinical trials is still evolving 
and it will benefit from constructive input from all concerned 
stakeholders and the government.

Prime legal issues that arise in the area of clinical trials
Several other issues such as conflict of interest, consent, 
confidentiality, jurisdiction, scope of acceptable research, 
justice in recruitment of subjects, and remedy mechanism 
in case of negligence arise and pose legal challenges for 
companies. The highest risk factor is ensuring protection of 
intellectual property and data confidentiality.

Conclusion
The number one trigger for relocating clinical trials to India 
is not cost savings but the easy availability of subjects and its 
potential future market.

Kirit S. Javali is a partner at Jafa & Javali, Advocates.

Traditionally, the mainstay of the life sciences industry has been 
pharmaceutical and drug products. However, the bristling 
pace of research and development in the life sciences has led 
to many innovative products, some of which have challenged 
traditional classification of products (for example are drug-

elucidating stents medical devices, pharmaceutical products 
or both?), and also brought with it opportunities for growth. 
Attention is now increasingly being turned to other, perhaps 
less traditional sectors, such as the cousin of pharmaceuticals, 
for such potential growth opportunities in the life sciences 
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industry.
For example, the Agency for Science, Technology and 

Research (A*STAR), Singapore’s leading public sector research 
and development body, recently announced two new funding 
initiatives to boost its work in the medical technology field. 
These initiatives have received the endorsement of the 14th 
Biomedical Sciences International Advisory Council.

While the evolving technology in the life sciences industry 
continues to fascinate and captivate the public’s perception of 
just what technology cannot do, one constant issue plaguing 
the life sciences industry is whether legislation is keeping 
pace with the growth of the industry. This article thus aims to 
provide a general overview and better understanding of the 
regulation and registration of medical devices in Singapore.

Overview of medical devices legislation in Singapore
The old regime. It may come as a surprise to many that prior 
to 2007, there was no uniform legislation regulating and 
governing medical devices in Singapore. The regulation 
of medical devices, if any, was largely based on product-
specific legislation. For example, there is subsidiary legislation 
pertaining to contact lenses and condoms under the Medicines 
Act (governing medicinal products), and irradiating medical 
devices under the Radiation Protection Act. Notwithstanding 
the lack of specific legislation, the administration of medical 
devices in general was undertaken by the Health Sciences 
Authority. In particular, the Health Sciences Authority put in 
place a system of voluntary registration of medical devices. The 
regulation, if any, of health products was largely dependent on 
the importers and manufacturers.

The advent of the Health Products Act. In 2007, the Singapore 
government promulgated the Health Products Act 2007. 
The Health Products Act was heralded not as a ‘one-product’ 
legislation (such as the Medicines Act regulating medicinal 
products), but as an omnibus legislation to regulate all forms 
of health products, ranging from pharmaceutical products, 
cosmetics, health supplements, and even traditional Chinese 
medicines.

The Health Products Act was introduced to “regulate the 
manufacture, import, supply, presentation and advertisement 
of health products and of active ingredients used in the 
manufacture of health products and provide for matters 
connected therewith.” Under the Health Products Act, a health 
product is essentially any substance, preparation or device for 
use by humans solely or principally for health-related purpose, 
and that falls within any of the categories of health products 
specified in the First Schedule of the Health Products Act. 
‘Health-related purpose’ is defined as “a therapeutic, preventive, 
palliative, diagnostic or cosmetic purpose, or any other purpose 
for the promotion or preservation of human health and well-
being, and includes a list of methods such as: (a) preventing, 
diagnosing, monitoring, treating, curing or alleviating any 
disease, disorder, ailment, injury, handicap or abnormal 
physical or mental state, or the symptoms thereof, in humans; 
(b) compensating for any injury or handicap in humans; (c) 
investigating, modifying or replacing any part of the human 

anatomy or any physiological process in humans and others.”
Given the wide ambit of what constitutes a health product, 

the Singapore government is able to bring specifically-targeted 
health products within the auspices of the Health Products Act 
by including them in the First Schedule, and specifying which 
parts of the Health Products Act are applicable.

The first category of health products to be regulated under 
the Health Products Act was medical devices. The Health 
Products (Medical Devices) Regulations 2007 was promulgated 
at the same time as subsidiary legislation. Cosmetics (together 
with its subsidiary legislation) followed thereafter, and to date 
these are the only two categories of products regulated under 
the Health Products Act.

Key features of Singapore’s medical devices legislation
The backbone of medical devices legislation thus comprises 
the Health Products Act and the Medical Devices Regulations.

Regulatory authority. The regulatory authority tasked with 
the administration and regulation of medical devices is the 
Medical Device Branch of the Therapeutic Products Division, set 
up under the Health Products Regulation Group of the Health 
Sciences Authority. The Medical Device Branch promulgates 
several notes to provide guidance to the industry on medical 
device administration and regulation and to supplement the 
Medical Devices Legislation. 

Definition of Medical Devices. A medical device is defined 
in the First Schedule of the Health Products Act as any 
instrument, apparatus, implement, machine, appliance, 
implant, in vitro reagent or calibrator, software, material or other 
similar or related article that is intended by its manufacturer 
to be used, whether alone or in combination, for humans 
for one or more of the specific purposes of: (i) diagnosis, 
prevention, monitoring, treatment or alleviation of any 
disease; (ii) diagnosis, monitoring, treatment, alleviation of or 
compensation for an injury; (iii) investigation, replacement, 
modification, or support of the anatomy or of a physiological 
process; (iv) supporting or sustaining life; control of conception; 
(v) disinfection of medical devices; (vi) providing information 
for medical or diagnostic purposes by means of in vitro 
examination of specimens derived from the human body; and 
(vii) which does not achieve its primary intended action in or 
on the human body by pharmacological, immunological or 
metabolic means, but which may be assisted in its intended 
function by such means.

General obligations. There are general obligations under the 
Medical Devices Legislation on the part of the medical device 
dealer (either as importer, manufacturer or wholesaler) such as 
the obligation to keep proper records of any supply of medical 
devices by him and every complaint received by him. These 
records must be made available to inspection by the Health 
Sciences Authority. Other obligations and requirements include 
legislation on the advertisement of medical devices, and 
notifications for adverse events and/or product recalls.

Product registration. One of the central tenets of health 
product regulation under the Health Products Act is the 
requirement to register the health product with the relevant 
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authority prior to importation and sale in Singapore. To this 
end, the Medical Device Branch maintains the Singapore 
Medical Devices Register. 

Based on the Medical Device guidance note on medical 
device registration, registration of medical devices serves 
the following purposes: (i) ensure that the Health Sciences 
Authority is aware of the medical devices that are used or 
made available in the Singapore market; (ii) assess that the 
medical devices meet appropriate levels of safety, quality 
and performance (for medium and high-risk devices); and (iii) 
provide a means for the Authority to enforce requirements or 
take necessary actions to protect public health.

Risk-based approach. Another feature of the Medical Devices 
Legislation is its apparent ‘calibration’ mechanism. Mr Khaw 
Boon Wan, the Minister for Health, said in parliamentary debate 
when approving the Health Products Act that “we should not 
over-regulate, not only medical devices but also for other 
health product categories that may eventually be added. There 
is a cost to regulation, whether in terms of licence fees or other 
costs in complying with regulatory requirements. We must 
strike an appropriate balance between consumer protection 
and business viability. That is why we are taking a risk-
management approach to regulating health products – doing 
the minimum for low-risk products and applying stringent 
regulations only on the high-risk products.”

Accordingly, the regulation of medical devices is based on 
the risk classification of the particular medical device. There 
are generally two categories of medical devices – the first is 
general medical devices while the second relates to in vitro 
diagnostics medical devices.

To guide the medical devices industry, the Medical Device 
Branch has proscribed guidance on Medical Device Product 
Registration, Risk classification of General Medical Devices and 
Risk Classification of In Vitro Diagnostic Medical Devices, based 
on the Global Harmonization Task Force.

In general, the regulatory requirements for approval, 
registration and/or to obtain licences under the Health 
Products Act are more stringent for higher-risk medical devices 
(classes B, C and D) than for lower-risk products (class A). For 
example, the application process is more stringent for classes B, 
C and D and less so for class A. 

In addition, certain classes of medical devices (e.g., certain 
types of adhesive tape) are exempted from registration 
requirements. However, dealers in such medical devices are 
still required to comply with the general obligations under the 
Medical Devices Legislation.

Implementation in stages. Another feature of the Medical 
Devices Legislation is that while the Health Products Act has 
already come in force since 2007, the implementation of the 
Medical Devices Legislation has come in stages, based on 
timelines set by the Medical Device Branch.

Singapore-based registrant. In order to access the Health 
Sciences Authority’s online registration facility, the medical 
device dealer would need to be a Singapore-based company 
(either by way of the local Singapore-incorporated company of 
the product owner/principal manufacturer or a local company 
that is authorised by the product owner to submit the 
application for product registration). This requirement serves in 
part to have a responsible body in Singapore for accountability 
purposes.

General comments on medical devices legislation
Role of the Medical Device Branch. Firstly, it must be said that 
the approach by the Medical Device Branch is very proactive. 
The Medical Device Branch has conducted briefings with the 
stakeholders in the medical device industry to brief and update 
on the impending changes. The Medical Device Branch has also 
promulgated many guidance notes, which are first published 
as draft versions so as to garner feedback and promote public 
consultation with the medical device stakeholders. There is 
also scope for consultation with the Medical Device Branch in 
the event of queries or clarifications. Such a hands-on attitude 
would serve the medical devices industry well, especially in the 
light of constantly evolving technology that may sometimes 
not sit squarely with existing legislation. 

Strong reliance on Guidance Notes and the legislation. 
Secondly, there appears to be a strong reliance on the use of 
guidance notes to ‘plug’ any legislative gaps. A perusal of the 
Medical Devices Legislation would show that the legislation 
and restrictions are sometimes drafted in very wide and 
embracing terms, leaving potential scope for uncertainty. This 
may well be intentional given that the Health Products Act is 
intended to be omnibus in nature, and empowers the Health 
Sciences Authority with a wide range of flexibility. However, the 
guidance notes published by the Medical Device Branch are 
best guidance and do not have the force of law. There could 
well be situations where lacunas could exist when the Health 
Sciences Authority is required to enforce the Medical Devices 
Legislation.

Conclusion
The Medical Device Legislation, while put in place by virtue 
of the Health Products Act, is still in its nascent stages. The 
implementation by phases allows the Health Sciences 
Authority to work closely with the stakeholders of the medical 
devices industry to ensure smooth implementation. At the 
same time, the Medical Devices Legislation does appear to 
allow for flexibility to cope with issues thrown up ever so often 
by evolving technologies.

Tony Yeo is a director and Benjamin Gaw is an associate director at Drew & 

Napier LLC.

The Medical Device Legislation, while put in place by 
virtue of the Health Products Act, is still in its nascent 
stages.
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Thailand is a major producer and exporter of seeds. There are 
approximately 85 companies involved in the seed business 
in this country; 20 in the import of seeds, 37 in the export 
of seeds and 28 in both the import and export of seeds. 
Approximately 30 percent of those companies have made 
investments of more than Bhat 10m (approx. US$285,000). 
This article reviews the major types of intellectual property 
protection available to seeds researchers and companies in 
this country, and also discusses bio-prospecting issues.

The promulgation of the Plant Varieties Protection Act, B.E. 
2542 (1999) has helped promote research and development in 
Thailand. For instance, the Netherlands-based East-West Seed 
Group has selected Thailand as the location for its Baht 60m 
research and development headquarters, the most modern 
private facility of its kind in this country. 

Review of the various types of intellectual property 
protection available
Development of a new plant variety, either by traditional 
breeding methods or by modern molecular modification, 
requires time, money and effort. To recover the costs of their 
research and development, breeders seek to obtain exclusive 
rights, patent, plant variety or trade secret protection, for the 
new variety.

Patent protection for plant varieties
The Thai Patent Act specifically prohibits the grant of patents 
for naturally occurring micro-organisms, their components, 
animals, plant or animal and plant extract (Patent Act B.E. 
2522, Section 9 (11)). Notwithstanding the exclusion of plant 
and plant extract from patentability, it is, however, possible 
to patent the production process and plant’s sequencing: (i) 
if a patent claims a non-essentially biological process for the 
production of a plant, the protection conferred by the patent 
will extend to all plants that are directly obtained by the 
claimed process; and (ii) if a patent claims a DNA sequence, for 
example a gene or a vector, the protection conferred extends 
to any material into which the patented DNA sequence has 
been introduced and in which it functions. Such material may 
well include a plant variety.

Plant variety protection 
Thailand’s Plant Varieties Protection Act, B.E. 2542 (1999) (the 
‘Thai PVP Act’) came into force on 26 November 1999. There 
are two types of plant variety: new plant variety and existing 
plant variety. 

New plant variety. A new plant variety, for instance one 
created by genetic modification to modify a plant’s genes and 

cells to find new hybridises which are more productive than 
the parental, will only be granted protection if its biological 
safety is proven. 

New varieties must meet the following criteria in order 
to obtain registration: (i) distinction; (ii) uniformity; and (iii) 
stability.

For protection purposes, new varieties should not be 
commercialised in or outside Thailand more than two months 
prior to the date of application for plant variety protection. The 
protection period varies according to the nature of plant. For 
annual crops it is 12 years; for perennial crops 17 years; and for 
trees, 27 years. 

The Thai PVP Act defines ‘breeder’ as a person who has 
bred or developed a variety and, as a consequence thereof, 
obtained a new plant variety. This definition is wide enough to 
include the farmer. 

Existing plant varieties. Existing plant varieties include: 
(i) general domestic plant variety – this refers to plant 
varieties developed by a community, which have never 
been registered as new varieties. The community that has 
exclusively conserved or developed a local plant variety can 
apply for PVP. They enjoy the same rights as breeders under 
the PVP Act. After registration, access to these varieties will 
need the approval of the community. The protection follows 
the Convention on Biological Diversity guidelines; (ii) local 
domestic plant variety – traditional local varieties are those 
originated in the country in which they are widely used by 
farmers. They are neither new, indigenous varieties, nor wild 
species; and (iii) wild plant variety – wild species are those that 
still remain part of the natural ecosystem and have never been 
cultivated. Anybody who wants to make commercial use of 
these varieties or their plant parts should seek approval from 
the relevant authority and negotiate fees and benefit sharing. 
Income from use of the plants must be paid to the relevant 
authority.

A minimum standard material transfer agreement of 
materials transfer agreement (‘MTA’) has been in use as a 
model for different agencies to customise. The registered 
owner of a new plant variety has a number of exclusive rights 
including the right to propagate, sell, distribute import and 
export the new plant variety. 

Trade secret protection 
Trade secrets are protected in Thailand under the Trade Secret 
Act B.E. 2545 (2002) (the ‘TSA’). 

Protected trade secrets include a wide range of technical 
know-how and information including manufacturing 
processes, food formulation agribusiness and technology. A 
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trade secret must meet the following conditions in order to be 
protected under the TSA: (i) it must possess commercial value 
due to its confidentiality; (ii) it must not be generally known 
by or made available to that part of the public which regularly 
deals with such matters; and (iii) its lawful controller or owner 
must have taken appropriate measures to maintain its secrecy.

Bio-prospecting and profit sharing 
Biodiversity prospecting or bio-prospecting is the exploration, 
extraction and screening of biological diversity and indigenous 
knowledge for commercially valuable genetic and biochemical 
resources. Bilateral bio-prospecting agreements are governed 
by the multilateral Convention on Biological Diversity of 1992 
to which Thailand is a country member. The PVP Act also 
imposes various obligations on applicants and users of plant 
variety protection. These are summarised below. 

Disclosure of source of origin
The disclosure of source of origin of genetic material is an 
important factor in the determination of whether plant 
varieties are indeed novel and not pirated from existing 
commonly known varieties. It also ensures that the parties 
involved or contributing to the development of the new 
variety have an opportunity to claim a share in the benefits 
reaped from it. 

Under the PVP Act, information on the source of origin 
of genetic material must be included in the application 
for protection. However, the Act does not require that the 
application must be accompanied by prior consent of the 
authority representing the local community, or the indigenous 
people in cases where the plant variety is developed from 
traditional varieties. 

Profit sharing if commercial purpose 
The Thai PVP Act provides for profit sharing where genetic 
material from local plant varieties has been used in the 
breeding of new plant varieties for commercial purposes. 
Where a general domestic plant variety or a wild plant variety 
is to be used for a commercial purpose, the application for PVP 
requires that a profit-sharing agreement is entered into. 

Prior consent if research for commercial interests 
Any person who collects, procures or gathers general 
domestic plant varieties, wild plant varieties or any part of 
such plant varieties for the purposes of variety development, 
education, experiment or research for commercial interests, 
must obtain prior consent from the relevant official and 
enter into a profit-sharing agreement with the Plant Varieties 
Protection Fund. 

In the case of a local domestic plant variety, such person 
must enter into a profit-sharing agreement with the 
community to whom the certificate of registration has been 
issued.

Conclusion
Agriculture is the foundation of Thailand’s economic growth. 
Since the first National Social and Economic Development 
Plan was implemented in 1961, successive governments 
have modernised Thailand’s agriculture, contributing to 
the expansion of agro-processing, food commodities and 
agribusiness. Those efforts have helped make Thailand the 
world’s largest exporter of frozen shrimp, canned tuna and 
canned pineapple and an important player in agribusiness. 
This has been further boosted through major joint ventures 
with transnational corporations, such as Charoen Phokphan 
and Monsanto. 

The Thai government understands that introducing modern 
agricultural biotechnology is the most efficient way to increase 
production and improve the country’s comparative advantage 
in farming, thus making Thailand the ‘Kitchen of the World’. 
However, the modernisation of the Thai agriculture sector 
faces various challenges. These include the lack of long-term 
policies on agricultural biotechnology, the current ban on field 
trials of transgenic plants, the strict ban on imported Living 
Modified Organisms (LMOs), the political concerns arising from 
the strong opposition from NGOs, the delay in enacting proper 
bio-safety legislation, as well as fears that genetically-modified 
organisms (GMOs) will create huge changes in Thailand’s 
patterns of agricultural production and consumption. 

Fabrice Mattei is a partner at Rouse.
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g Recent developments in relation to parallel trade in the 
European pharmaceuticals sector

BY IAN FORRESTER AND AXEL SCHULZ

European Competition law is unique in the world in making 
the political objective of market integration a policy goal of the 
antitrust rules. From the earliest days of the EU, parallel traders 
recognised that there were profits to be made from arbitrage 
in the European common market. Their business model was 
simple: buy products in countries where prices are relatively 
low, transport them to countries where prices are relatively 
higher, and resell them.

Parallel trade in prescription pharmaceuticals has been 
particularly lucrative, as transportation costs are low and 
prices are set by national governments at different levels. 
Mediterranean countries set prices at a low level to protect 
health budgets, while North Sea countries accept high prices 
in order to reward investment and scientific endeavour. Neither 
policy is wrong but they are very different.

However, while in a normal market, arbitrage may reduce 
price disparities, parallel trade in prescription pharmaceuticals 
generally does not reduce the price ultimately paid by patients. 
This is because patients are not price-sensitive, since national 
health systems pay most or all of the cost of drugs. Rather, 
wholesalers retain most of the profit from price discrepancies 
and governments and patients see very little benefit.

The policy of favouring parallel trade in prescription 
pharmaceuticals has been largely supported by the European 
Commission and the European Courts: traders have won 
the right to repackage the products and even to change the 
trade mark when repackaging in order to comply with the 
regulations in the country of importation. 

However, by the late 1990s, the tide began to turn as 
pharmaceutical companies adopted unilateral quota systems 
and dual/free pricing schemes, both of which the European 
courts have considered to be justifiable under the EC 
competition rules.

European Competition law
Article 81 EC (now Article 101 TFEU) prohibits anticompetitive 
agreements. Article 82 EC (now Article 102 TFEU) prohibits 
unilateral abuse of dominance. The first change in European 
competition policy emerged in Bayer / Adalat where the 
European Courts ruled that a unilateral quota system (Bayer 
disfavoured parallel exports and reduced supplies unilaterally) 
did not breach Article 81 EC. Without an agreement there 
would be no breach of Article 81 EC. 

In GSK Spain the European Courts went further, and said that 
contractual restrictions of competition which hinder parallel 
trade are in principle capable of being justified under Article 
81(3) EC. In 1998, GSK notified to the European Commission 
its ‘General Sales Conditions’ whereby its medicines were to 

be sold to Spanish wholesalers at different prices depending 
on whether or not they were reimbursable under the 
Spanish health insurance scheme. Medicines intended to be 
reimbursed in other Member States were to be sold at a higher 
price than those intended to be reimbursed in Spain, where the 
Spanish government had set prices at a lower level, reflecting 
budgetary constraints. Such a possibility was foreseen by 
Spanish law, which made clear that Spain had no wish to see 
the effect of its domestic legislation exported to other Member 
States which might have different budgetary priorities. GSK’s 
notification gave full details of these factors to the European 
Commission.

Nevertheless, the Commission replied with a brusque 
condemnation, considering that the sales conditions had the 
object and effect of restricting competition and that GSK had 
not shown they contributed to the promotion of technical 
progress, the first condition for exemption under Article 81(3) 
EC.

The Decision then led to nearly 10 years of appeals which 
have only recently concluded.

Both the Court of First Instance (now General Court) and 
the European Court of Justice ruled the Commission had not 
fairly considered GSK’s arguments that its sales conditions 
created more chance of R&D effort, and that the sums lost 
to parallel trade conferred little benefit on governments and 
patients even though they were very lucrative for wholesalers. 
For example, in 1999, the then UK Secretary of State for Health, 
noted that for every pound the National Health System saved 
through the claw back, £6 were lost by the British pharmaceutical 
industry, which was a “bad bargain” for the UK. Equally, in 2005, 
the then Health Minister stated that the savings attributable 
to parallel trade were less than 1 percent of the UK budget for 
prescription medicines. By contrast, calculations of the losses 
made by pharmaceutical manufacturers due to parallel trade 
have been disputed, but are generally estimated as being 
industry wide in the hundreds of millions of Euros.

The CFI and ECJ judgments confirm that restrictions to 
parallel trade are not per se violations and therefore can be 
justified, in appropriate circumstance, under Article 81(3) EC. 
The ECJ also upheld the CFI’s finding that the Commission 
should not only analyse whether the agreement gave rise 
to a loss of efficiency but also whether it entailed a gain in 
efficiency and found that it is not necessary that all additional 
funds obtained by hindering parallel trade be invested in R&D.

As to Article 82 EC, the ECJ held in GSK Lelos that 
pharmaceutical companies do not abuse a dominant position 
by refusing to supply wholesalers in Greece with unlimited 
quantities of products. Greece was the country with the lowest 
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prices for pharmaceuticals in the EU. Demand by wholesalers 
at one point reached seven times annual consumption of 
the Greek population. In order to restore pharmacy supplies, 
GSK suspended at one point its supplies to wholesalers and 
later limited its supply to the Greek annual consumption plus 
a safety margin. The wholesalers complained and the case 
was referred twice to the ECJ. The answers varied: “Yes” said 
Advocate General Jacobs in Syfait, “No” said Advocate General 
Colomer in Lelos, “Yes but” said the ECJ in its 16 September 
2008 ruling in Lelos. The ECJ stressed that a dominant company 
must be able to defend its own commercial interests when it is 
confronted with orders that are out of the ordinary. Dominant 
pharmaceutical companies can refuse to supply wholesalers 
with “significant quantities of products that are essentially 
destined for parallel export”. This definitive pronouncement 
closes to a certain extent the gap that Bayer/Adalat had left 
open, i.e., what happens when dominance may be present.

National developments
National parliaments, courts and competition authorities 
across the EU have also increasingly concluded that the 
pharmaceutical industry is entitled to take reasonable and 
proportionate steps to respond to parallel trade.

For example, the Spanish Competition Authority recently 
gave its endorsement to a “dual pricing” mechanism, as the 
pharmaceutical company establishes only a single price (and 
not two prices): such a scheme does not therefore constitute 
an infringement of Article 81 EC.

The French Parliament had also in November 2009 adopted 
measures which would have gone in the same direction. Prices 
set by the French government would no longer have applied 
to products sold outside France and wholesalers would have 
had to report how much product is finally consumed in France 
and outside France. In simple terms, pharmaceutical companies 
would have been allowed to freely set the prices of prescription 
medicines intended for export. However, these provisions 
were found to be invalid, for purely procedural reasons, by the 
French Constitutional Council in a decision dated 22 December 
2009, as they were adopted using the wrong legal basis. Hence, 
nothing prevents the French Parliament from subsequently 
readopting such provisions on the appropriate legal basis.

Conclusion
These latest developments are indicative that national 
authorities have ‘woken up’ over recent years to the impact of 
parallel trade and its lack of economic benefit

However, these developments are hotly contested. 
Wholesalers oppose any measure which will encroach on 
what they call their “sacred” rights under the civil religion of 
the European Commission. The Commission has traditionally 
favoured parallel trade over most other policy considerations. 
The tide has therefore begun to turn, although the debate is 
not yet over.

Ian Forrester and Axel Schulz are partners at White & Case. The authors wish 

to thank Franziska Zibold for her assistance in the preparation of this note.

Since its birth, in the early 1970s, the biotechnology industry, 
consisting of hundreds of private and public companies with 
just a handful of therapeutics in development, has produced 
some of the most successful and innovative new treatments 
for cancer, HIV and other diseases. Following on from the early 
biotech success with recombinant proteins, which brought us 
human insulin and human growth hormone, a second wave 
of exciting therapeutics has emerged around monoclonal 
antibodies. These have included Genentech’s Avastin and 
ImClone’s Erbitux to treat metastatic colorectal cancer, and 
Abbott’s Humira for rheumatoid arthritis – an antibody first 
discovered and developed at UK biotech firm, Cambridge 
Antibody Technology. The biotech sector is also at the forefront 
of the much-heralded era of personalised medicine, which is 
finally starting to become a reality. For example, Genentech’s 
Herceptin and Novartis’ Gleevec to treat cancers identified by 
specific gene markers have hit the headlines in recent years. 
Vaccines raised against patient-specific tumour antigens 
are also starting to emerge. And further important scientific 

and medical breakthroughs by the biotech sector in the use 
of gene-blocking RNA interference as a therapeutic or the 
potential of stem cells to generate new bone or organ tissue, 
are also attracting much attention and anticipation.

But scientists and investors have experienced plenty of ups 
and downs in the industry’s short life. Despite the growth in 
product approvals and investment, biotechnology is facing 
significant challenges. “As elsewhere, I think the UK sector 
is finding it tough at the moment, since it is hard to raise 
venture capital funding,” explains Dr Tony Jones, Director of 
Biotechnology and Healthcare at business lobbying group, 
London First.

On a more positive note, other experts in the UK are starting 
to see a change for the better. “The UK biotech sector is looking 
better today than it has for the last two years,” says Mungo 
Park, chairman of London-based boutique investment bank, 
Innovator Capital. “We are beginning to see new investors 
coming into the sector from both the UK and abroad.” Indeed, 
the statistics bear this out – according to BioCentury, the 

g The mainstreaming of UK biotech

BY DAVID POUNTNEY AND NICK BECKETT



www.financierworldwide.com | FW 55

2010 BIOTECHNOLOGY & LIFE SCIENCES SECTOR

<< CONTENTS

Bernstein Report on BioBusiness, so far this year UK companies 
have raised about $243m, more than any year since 2004. “While 
on a global basis, last year has not been a good one for biotech 
venture investments, in fact it looks as though 2008 will not total 
less than any year since 2003,” explains Mr Park.

The UK is a global leader in bioscience, second only to 
the US. “Obviously the UK sector is much smaller, but there 
is great science taking place,” believes Mr Park. “However, it 
is questionable whether there is enough support to really 
drive the development of biotech companies as independent 
entities.” Dr Olga Krylova, senior healthcare analyst, at Mitsui&Co 
(Trade & Investment) Europe, agrees. “The UK biotech sector has 
a number of disadvantages compared with the US. While there 
is a good research base, the availability of finance is much lower. 
There are just a lower number of investors willing to take on the 
risks associated with early stage biotech. We also have a weaker 
entrepreneurial culture in the UK compared with the US.”

According to the BioIndustry Association (BIA), the sector 
employs more than 25,000 people in the UK and generates 
revenue of over £3bn a year. “There are some big players in 
the UK biotech sector,” explains Dr Krylova. “Protherics is an 
example of a successful mid-size company with products in 
late-stage development. Protherics has developed quite a 
niche market in critical care products and anti-sepsis agents for 
the treatment of medical emergencies. The company also has a 
well-developed oncology portfolio.”

“I think the key strengths of the sector reflect what the UK 
has been traditionally strong at,” says Dr Jones. “In my view, 
oncology, neuroscience, antibodies, and the newer waves of 
regenerative medicine and biomarkers are particularly strong 
areas in the UK.”

“Oncology has certainly been a really important area,” says 
Dr Krylova. “There is a strong academic base and companies 
such as Antisoma are active in the area. The UK also has an 
advantage in stem cell research, again due to strong research. 
After all, the world’s first successful cloning experiment was 
performed here. So there is a very strong science base. That 
is also exemplified with the development of IVF treatments 
and bone marrow transplant techniques in the UK. I also think 
that the UK regulatory agencies have developed a rigorous, 
but pragmatic, regulatory network that has enabled research 
in both embryonic and adult stem cells to process rapidly 
and ethically. In addition to the academic research centres, 
companies such as Axordia and Reneuron have been able 
to focus on developing proprietary kits and biomarkers for 
drug discovery and transplantation in degenerative disease, 
including stroke and Parkinson’s disease,” adds Dr Krylova.

Dr Jones believes that excellent infrastructure and support 
networks have encouraged the industry to prosper. “In general, 
the UK has a good track record in terms of education, research, 
and business excellence. Although one could argue how 
effective the UK has been in commercialising its inventions. The 
depth of expertise and the connectivity of the UK, especially 
throughout London, to engage in international markets are 
pretty much second to none in my mind.”

Past successes
So what benefit has the sector actually delivered to patients? 
“It’s actually quite difficult to assess as this is still often the 
domain of the pharmaceutical industry partner,” explains 
Dr Jones. Dr Krylova agrees. “Apart from a few of the big US 
players, most biotech companies don’t go as far as delivering 
products to the patients themselves. Therefore, recent merger 
and acquisition deals could be viewed as a reflection that a 
company is doing well and has strong prospects to deliver 
medicines in the near future.

“One recent success story that comes to mind is Piramed, 
a privately-owned UK oncology biotech company. In April, 
they secured a deal with Roche that resulted in Piramed being 
fully acquired for an upfront cash payment of $160m. They 
are soon due to commence Phase II clinical trials of novel lipid 
kinase inhibitors for cancer. Another recent deal has been the 
acquisition of Protherics by BTG. Protherics has two marketed 
biologics in the US: CroFab, a North American pit viper anti-
venom, and DigiFab to treat digoxin toxicity. BTG’s lead clinical 
product, Varisolve microfoam, is in Phase III testing in the EU to 
treat varicose veins,” explains Dr Krylova.

According to Dr Jones, there have been some substantial 
acquisitions in the field over the past 12 months. 
“GlaxoSmithKline (GSK) bought out Sirtris for its technology 
– small molecule drugs that target the sirtuins, a recently 
discovered family of seven enzymes associated with the aging 
process. Additionally, Astra Zeneca acquired the Cambridge 
Antibody Technology (CAT) pipeline. GSK also acquired the 
Domantis’ antibody technology and lead products, which 
are based on just a portion or domain of the molecule and 
so are able to be delivered orally. And Ark Therapeutics with 
their Kerraboot technology, for wound management, was a 
great example of exploiting a niche area with a nifty biotech 
approach.”

Future challenges
“Certainly, the big pharmaceutical companies are struggling to 
fill their pipelines,” says Dr Krylova. “And if the biotech industry is 
suffering, that’s bad news for the big pharmaceutical giants, as 
they are increasingly looking to biotech and start-ups for new 
products to in-licence and develop, in order to replenish their 
pipelines.”

While traditional pharmaceuticals are often relatively small 
and simple molecules made by chemical processes, the cell-
based biotechnology treatments often pursued by biotech 
companies are usually large biological – DNA, or enzymes given 
by injection, inhalation or other routes. “The biotech sector has 
traditionally been particularly active in the biopharmaceutical 
market. Recent years have seen the arrival of effective antibody 
therapies for diseases, such as cancer, that hold tremendous 
promise,” says Dr Krylova. “We are also seeing advances in other 
areas such as gene therapy and siRNA. Biotech needs to work 
more closely with medical device companies to capitalise on 
their assets as many of the newer generation of biologics will 
require localised delivery using specialised medical device 
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technology.” Dr Jones agrees. “I certainly believe that we will see 
biotech and medical device players working closely together 
in the future. And again, the UK can be pioneering in this space 
when you couple those earlier strengths with areas such as 
engineering and nanotechnology.”

Due to the inherent complexity and challenges of working 
with biologicals, many biotech companies have started to 
diversify their R&D strategy. For example, some of the larger 
biotechnology companies, such as Genentech and Amgen 
in the US, have started to develop new chemical entities 
(NCEs) in addition to biologicals. Many pharmaceutical giants, 
on the other hand, are now concentrating more resources 
on biotechnology, both through in-house programs and by 
shopping for biotech companies. “Biotech has also targeted 
the big market areas, such as common cancers, cardiovascular 
disease, and Alzheimer’s disease, in order to attract investors 
and deal partners,” says Dr Jones. “But the scale of the clinical 
trials required for Alzheimer’s disease or cardiovascular disease 
means that it is hard for biotech companies to progress 
projects into development. In areas, such as oncology and 
anti-infectives, this is less of a barrier, and hence the density of 
biotech companies in clinical trials in that space.”

Survival of the fittest
So what does the future hold? “At the moment it’s not 
looking too bright,” says Dr Krylova. “While there are some 
very strong companies emerging, globally the sector is in a 
dire shape. There are many UK-based companies that only 

have secure funding for about a year or so. So financing will 
prove extremely difficult in the current climate. My prediction 
is that unfortunately many companies will not survive. Only 
the very fittest will endure. This year, we have seen what were 
once viewed as quality, solid companies such as Ardana, 
which were working on treatments to improve reproductive 
health, going bankrupt. And others have been forced to move 
their headquarters overseas in order to access alternative 
financing. For example, Apitope, a biopharmaceutical company 
developing treatments for allergy and autoimmune diseases, 
recently decided to move its headquarters to Belgium in order 
to secure £10m in additional funding.”

But there is a glimmer of hope among all the doom and 
pessimism. “Hopefully, when the dust settles, what we will 
see emerging is a smaller number of more focused and well-
managed companies,” believes Dr Krylova. “There is a lot of 
talent in the sector and robust, well-managed companies will 
be crucial in helping to rebuild a much stronger UK biotech 
industry.” Dr Jones is also cautiously optimistic about the long-
term future. “Going forward, the sector may be in a slightly 
different shape, given changes in the pharmaceutical industry 
as key partners and funders. But the underlying strengths of the 
sector remain and it is hard to see why biotech won’t bounce 
back in time.”

Dr David Pountney is Scientific Consultant and Nick Beckett is head of the 

Lifesciences Sector group at CMS Cameron McKenna.

Irish tax policy has a vital role to play and encourages 
companies to invest heavily to develop new products, brands 
and processes in every possible sphere. The output of research 
and development (R&D) has a lasting effect on our lives and 
also impacts upon our future – one only has to look at the 
innovations and developments which have enriched our lives. 
In an effort to encourage such investment, a number of years 
ago the Irish Government introduced a new incentive for 
companies to carry out R&D within the European Economic 
Area. In Ireland’s most recent budget, the Minister for Finance 
included a new tax relief for capital expenditure incurred by 
companies on the provision or acquisition of intangible assets 
for the purpose of a trade. This move also seeks to improve 
Ireland’s competitiveness as a location of centralisation, 
management and development of intellectual property and is 
in line with the government’s policy on the ‘Smart’ economy.

The tax credits
R&D
The rules governing the incremental R&D credit provide for 
a tax credit equal to 25 percent of qualifying expenditure on 
R&D in excess of base year expenditure (which is 2003). For 
start-ups post 2003, the base year expenditure would usually 
be zero. In this situation, where it is unlikely that the start-up 
company would have taxable profits, the R&D credit can be 
carried forward indefinitely – so the relief is never lost. The 
credit is in addition to the general corporation tax deduction 
of 12.5 percent for a trading company’s qualifying expenditure, 
thus giving an effective rate of 37.5 percent for research 
and development expenditure. Qualifying research and 
development activities are defined as systematic, investigative 
or experimental activities conducted in a field of science or 
technology, whether involving basic or applied research or 

g Innovation through taxation: boosting Ireland’s smart 
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development.
The second form of R&D credit is a credit for buildings related 

expenditure, which can be claimed over a four year period 
as a credit against corporation tax. If the full cost does not 
relate to R&D, a porportionate amount of the expenditure is 
allowable provided that 35 percent of the building is used for 
conducting R&D activities over a four year period. The credit 
will be clawed back if the building or structure is sold or ceases 
to to be used for the purpose of R&D activities within 10 years 
of the commencement of the accounting period for which it is 
claimed.

IP
Building upon the government’s commitment to promote 
Ireland as the ‘Innovation Island’, the Finance Act 2009 also 
provided for a new regime of tax relief in respect of intellectual 
property. Capital expenditure incurred on intangible assets 
after 7 May 2009 will now be available for offset against taxable 
income for corporation tax purposes. The regime is intended 
to develop and sustain our knowledge-based economy and 
to encourage companies to develop, own and exploit their IP 
from an Irish base.

The definition of intangible assets has been very broadly 
drafted to include patents, inventions, industrial know-
how, brands, trademarks (registered or unregistered), trade 
dress, copyright, design, plant breeder’s rights, licences or 
authorisations of any of these rights and, importantly, any 
goodwill directly attributable to any of these intangibles. The 
scheme provides for ‘wear and tear’ allowances against taxable 
income of a company on capital expenditure incurred by it on 
the provision of the defined tangible assets for the purposes of 
their trade. 

A company can write off the cost of the asset either based 
on the amount charged to its profit and loss account for the 
depreciation of that particular asset or over a fixed 15 year 
period at a rate of 7 percent per annum and 2 percent in the 
final year. There is no clawback provided the 15 year life is 
exceeded. A separate trade is deemed to arise from managing, 
developing or exploiting the intangible assets and the relief is 

ringfenced to that trade. There are also certain restrictions on 
the availability of capital allowances where the intangible assets 
are acquired intra-group. It is only where both companies opt 
out of group relief that the acquiring company will be entitled 
to claim capital allowances on the intangible asset.

Conclusion
In his recent 2010 Budget Speech the Minister for Finance 
did not announce any new R&D tax measures. However, the 
Minister did state that he would be examining the report of 
the Innovation Taskforce (expected to issue shortly) and would 
explore its recommendations in the context of the Finance 
Bill 2010 (expected to be published in early February and 
enacted into law by the start of April). In addition to this the 
Minister stressed that technology and innovation was a key 
investment priority for 2010. It is possible, therefore, that further 
enhancements to the R&D tax credit regime may be introduced 
and one potential change which has been discussed in 
industry circles at length is the elimination of the base tax year 
and the introduction of a volume-based tax credit calculated 
on a company’s gross annual R&D spend. In addition to this the 
recent Commission on Taxation report recommended offering 
companies the option of offsetting R&D tax credits against 
employer PRSI costs. If implemented these measures would 
encourage the continued growth of Ireland’s Smart Economy 
for the future.

Building the stock of knowledge and know-how in the 
economy is critical to Ireland’s future economic development. 
Ireland has already laid the foundations of the ‘Ideas Economy’ 
by investing heavily in education and skills training and is well 
equipped with a highly educated workforce. The R&D and IP 
credits are an important part of the Irish Government’s tax 
policy to further promote Ireland as an open, entrepreneurial 
economy with the means of converting research, development 
and innovation into commercialised products and services. This 
will provide a major driver to Ireland’s future prosperity and 
firmly establish Ireland’s position as a ‘Smart Economy’.

Anthony Smyth is a partner at William Fry.

The purpose of this article is to highlight the main points 
regarding the current deregulation of the Swedish 
pharmaceutical monopoly, which means that many 
pharmacies are sold to private subjects. The article especially 
deals with the background to the deregulation and 
competition issues in the new market.

Introduction
The Swedish Pharmaceutical monopoly has historically been 

deeply rooted in the Swedish society and also safeguarded 
by the Swedish Government. The government has since 
1971, entrusted Apoteket Aktiebolag (‘Apoteket’), to run 
pharmaceutical retail business exclusively, i.e,. Apoteket has had 
a monopoly to establish pharmacies. Until recently the business 
of Apoteket was regulated by law and through contracts with 
the government.

From the Swedish Government’s side, the reason to keep the 
monopoly has among other things been the fact that Sweden 
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is a sparsely populated country. The Swedish Government has 
claimed that the monopoly has been necessary to guarantee 
an adequate supply of pharmaceuticals on uniform conditions 
everywhere in Sweden. Another argument has been to 
protect the Swedish population from subjects entering the 
pharmaceutical market and dealing in illegal and dangerous 
pharmaceuticals.

These arguments were challenged many times before 
the deregulation was carried out. The fact, however, was 
that Apoteket had outsourced many business districts to 
private entities even before the deregulation, especially in 
the more sparsely populated areas of Sweden. Apoteket had 
also launched an online store and sold drugs via telephone. 
Therefore, the argument that the monopoly was necessary 
to secure supply of pharmaceuticals throughout the country 
became less valid. Another challenge for the monopoly was 
the principles of free movement of goods and the freedom of 
establishment within the European Union.

The monopoly was deregulated through new rules 
that entered into force on 1 July 2009. From this, it follows 
that Apoteket no longer has the exclusive right to run a 
pharmaceutical retail business. A new system has replaced 
the monopoly, giving subjects with a licence from the 
Pharmaceutical Authority (Läkemedelsverket) the right to run 
pharmaceutical retail businesses. The new rules order that 
trade shall be carried out in non-institutional care pharmacies. 
To be able to obtain a licenxe, the applicant must fulfill certain 
demands of suitability and show that the prerequisites that are 
established for the business are attained. However, an applicant 
does not have to be a pharmacist, as in many other European 
countries.

Background to the deregulation
As stated above, the monopoly was criticised and challenged 
many times before the deregulation. In addition to the earlier 
mentioned arguments, criticism was also raised against the 
limited opening hours and the period of waiting before getting 
assistance. Consumers asked for better accessibility.

Bringwell was a company that understood consumer 
demand for better accessibility. During the summer of 2001 
it started to sell nicotine plasters and chewing gums in its 
store in Stockholm. In pursuance of this, the company’s 
CEO was prosecuted. The CEO’s counter-argument was that 
the monopoly was in breach of the European Community 
principles; free movement of goods and freedom of 
establishment. The District court of Stockholm (Stockholms 
tingsrätt) referred to the European Court of Justice (the ‘ECJ’) for 
a preliminary ruling (C-438/02).

The ECJ found that the monopoly was in breach of article 
31 EC, relating to state monopolies of commercial character. 
The ECJ did not require the Swedish Government to abolish 
the monopoly, but to change the restrictions in order to avoid 
any discrimination that possibly could be based on those. 
In particular, the ECJ stated that it was important to avoid 
discrimination between the member states’ citizens in terms of 
obtaining and bringing pharmaceuticals to the market.

Moreover, Apoteket and the Swedish Government had not 
agreed on any procurement contract. Neither did the two 
parties explain the reasons for not selecting pharmaceuticals 
from certain producers. The ECJ therefore declared that 
Apoteket had disfavoured subjects and pharmaceuticals from 
other member states to enter the Swedish pharmaceuticals 
market in relation to Swedish subjects and pharmaceuticals.

Shortly after the decision from the ECJ, a new Swedish 
Government was elected, a non-Socialist or ‘right-wing’ 
government which is pro-privatisation of state owned 
companies. The new government and the ECJ’s decision 
constituted two major forces for deregulating the monopoly.

The purpose of the deregulation is to give consumers 
improved accessibility to pharmaceuticals, better and greater 
exchange of services and pressure on prices, together 
with better conditions for the use of pharmaceuticals in 
combination with efforts made within the health services. The 
Swedish Government held the deregulation of the monopoly 
to be the basic requirement for achieving these targets.

The new Swedish Pharmaceutical market
It should be attractive and possible, both for smaller and larger 
market performers, to establish a business and on a long-term 
basis operate in the Swedish pharmacy market. To achieve a 
desirable market with adequate competition, it is necessary 
that the regulations are stable, predictable and legally secure. 
The State shall interfere as little as possible. Interference shall 
only be possible when it is necessary to safeguard consumers’ 
interests and safety. However, a high degree of security is 
necessary, since dealing with pharmaceuticals is a complex 
task. Therefore a licence from the authority is necessary, i.e. 
the pharmaceutical retail business shall be a regulated activity, 
even without the monopoly.

As mentioned earlier, there are no prerequisites in terms of 
a particular profession to be able to obtain a licence to run a 
pharmaceutical retail business in Sweden. However, there are 
restrictions on who may obtain a licence. Thus, some market 
actors and professions have been prohibited from running a 
pharmaceutical retail business. These include pharmaceutical 
manufacturers or professionals that are authorised to prescribe 
pharmaceuticals. Also, subjects that are under controlling 
influence of such undertakings may not obtain a licence.

The reasons for these restrictions are consumer protection 
and promotion of well-founded competition. Without such 
restrictions there is a great risk of negative vertical integration, 
i.e., the same single market entity would be able to control 
the chain from the pharmaceutical manufacturing through 
wholesale to the retail business. This means that large 
manufacturers would then favour their own pharmaceuticals 
in their own pharmacies, which would weaken competition, 
increase prices and deteriorate the market.

In addition, a doctor could have a conflict of interest if he or 
she also was able to sell pharmaceuticals to consumers. The 
incentive to prescribe as many pharmaceuticals as possible 
would otherwise be evident. If that was possible, several 
negative consequences for the consumers would follow.
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On the other hand, wholesalers of pharmaceuticals are 
permitted to obtain a licence and run a pharmaceutical retail 
business. Parallel import of approved pharmaceuticals from 
other countries in the European Union is therefore allowed 
and marketing of them is also allowed, subject to quite strict 
regulation in the marketing legislation. This benefits consumers 
since the bargaining power against manufacturers is stronger if 
wholesalers of pharmaceuticals also run the retail.

Concerns about the deregulation of the monopoly focus 
on the risk for competition from illegal and dangerous 
pharmaceuticals on the market. As many new market players 
are coming in, the risk for forged pharmaceuticals to enter 
the legal pharmacy system is greater. However, the new 
market players consider the risk to be very low. The system 
of regulations and restrictions to go through before one can 
obtain a licence should be enough to protect consumers from 

illegal and dangerous pharmaceuticals.
It remains to be seen whether there will be an increase in 

the number of pharmacies in Sweden and if new distribution 
models will lead to a positive result for the pharmaceutical 
market and the sales of pharmaceuticals. Further, it remains 
to be seen whether or not the down pressure on prices will 
come to the benefit of the consumers or if they will stay 
with wholesalers and retailers. These issues appear to be the 
ones where the objectives of the Swedish Government will 
be hard to achieve. Lastly, concerns regarding the hazard of 
illegal or dangerous pharmacies reaching legal pharmacies are 
something that the new market will have to deal with. It is still 
unknown if this is a real threat for pharmaceuticals market.

Michael Plogell is a partner and Erik Ullberg is a senior associate at Wistrand 

Advokatbyrå.

Life sciences companies faced some challenges this year: 
investments dried up with Canada faring worse than other 
jurisdictions and Canada seems to be developing outlier status 
for patent requirements. Industry consultations on regulatory 
pathways for subsequent entry biologics are underway. At the 
same time, there were some bright spots with data protection 
regulations surviving a validity challenge and the Court reining 
in the reach of the medicines pricing regulator. More details on 
these issues are below.

M&A and venture financing 
2009 was a very tough year for life science venture capital 
investment in Canada. Thompson Financial VC Reporter 
reports that just 28 Canadian-based life sciences companies 
have announced venture investments through 3 December 
2009. The potential good news: there are tentative signs that 
the funding environment has hit bottom. US venture capital 
life sciences investment has shown improvement in the 
fourth quarter. There are also signs that the public markets are 
opening up. Seattle-based Omeros Corporation and North 
Carolina’s Talecris Biotheraputics are the first biotechnology 
companies to go public since February 2008. Canadian life 
sciences companies can only hope that the venture capital and 
public market trends in the US will migrate North.

With traditional funding sources drying up, strategic 
alliances and M&A have become serious options for Canadian 
companies. Recently, M&A activity in the pharmaceutical and 
biotechnology sectors outside Canada was robust: a record 
US$28.5bn for M&A transactions in 2008. Canada did not 
share in this US and global M&A activity. In 2009, there were 
some deals, notably Vertex’s acquisition of Laval, Quebec’s 

Virochem, and collaborations and strategic alliances have 
increased relative to the low levels of 2008, as companies such 
as Cardiome and AEterna Zentaris completed agreements. 
Nonetheless, activity in Canada was proportionately less than 
elsewhere and in particular the United States. 

The market dynamics for strong M&A activity and 
strategic alliances will likely continue into 2010. Many 
smaller life sciences companies have become more willing 
to sell, principally because of their funding difficulties. Large 
pharmaceutical and device companies with very strong 
balance sheets continue to suffer from diminishing pipelines 
and increasing pricing pressure from purchasers, creating 
continued incentive for consolidation. 2010 will continue to 
see the large pharmaceutical and device companies search 
out attractive acquisition targets to help them address their 
strategic and competitive challenges.

PMPRB 
2009 has seen three significant developments in relation 
to the Patented Medicine Prices Review Board (PMPRB), the 
federal tribunal charged under the Patent Act with the role of 
determining whether prices charged for patented medicines 
are ‘excessive’.

First, the PMPRB’s Guidelines were rewritten. The Guidelines 
contain the principles and pricing tests that guide the PMPRB 
in applying the general pricing factors set out in the Patent Act. 
While some changes are positive for patentees, many seem 
problematic. The full impact will not be determined until the 
process of application commences on 1 January 2010. Second, 
the manner in which the Guidelines, new or old, are applied 
on a case by case basis has been put in question by a recent 

g Canada: 2009 legal landscape and trends for the life science 
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decision of the Federal Court. In overturning a PMPRB Hearing 
Panel, the Court ruled no provision of the Guidelines can limit a 
full consideration of all the general factors set out in the Patent 
Act.

Third, a longstanding disagreement between the Board and 
patentees over reporting requirements has been resolved in 
the patentees’ favour by the Federal Court. In 2008, the PMPRB 
ended discussion of the matter by issuing a direction that 
patentees must report all benefits to third parties connected 
to sales of their medicines, including those in formulary 
listing agreements with the provinces. R&D, the innovative 
pharmaceutical industry association, and 18 patentees sought 
judicial review of the PMPRB decision. In July, the Federal Court 
set aside the Board’s direction, holding that the regulations, 
consistent with the constitutional restraints on the Board’s 
jurisdiction, limited reporting to ‘factory gate sales’ thus 
excluding any transactions with third parties.

Meanwhile, PMPRB jurisprudence will continue to evolve. 
At the end of 2009, several decisions remain outstanding 
following conclusion of hearings that raised a number of 
significant issues for the regulation of patented medicine 
pricing.

Data protection 
Canada’s 2006 Data Protection Regulations survived a 
constitutional attack launched by the Canadian Generic 
Pharmaceutical Association and Apotex Inc., which claimed 
the Canadian Government had no constitutional authority to 
implement Canada’s data protection obligations under the 
North American Free Trade Agreement and the Agreement on 
Trade Related Aspects of Intellectual Property Rights. Federal 
Court Justice Mandamin dismissed both Applications.

The 2006 Data Protection Regulations provide data 
protection for a term of eight years. Prior to the implementation 
of those Regulations, Canada did not provide the data 
protection required by NAFTA and the TRIPS Agreement. The 
Regulatory Impact Analysis Statement to the new Regulations 
noted “the need to clarify and effectively implement the NAFTA 
and the TRIPS agreements”.

Justice Mandamin found the 2006 Data Protection 
Regulations were enacted in compliance with NAFTA and TRIPS 
and that Canada’s implementation of such agreements has a 
national dimension that relates to Canada’s ability to participate 
in world trade. Because the Regulations dealt with a genuine 
national economic concern they were valid under the federal 
trade and commerce power.

The 2006 Data Protection Regulations provide an incentive 
for innovators to invest in research and to develop and 
market their products in Canada. Justice Mandamin found 
the Regulations provide the innovator drug manufacturer the 
opportunity to recoup and profit from its costly investment for 
a period of time before others benefit by making copies. 

Health Canada issued a Guidance Document on 24 March 
2009, which provides information regarding the administration 
of the Regulations. Currently, over 70 drugs are listed in 

the Register of Innovative Drugs that are protected by the 
Regulations. 

Both Apotex and the CGPA have appealed and their 
constitutional challenge of the 2006 Data Protection 
Regulations will take place before the Federal Court of Appeal 
in 2010. 

Subsequent entry biologics 
Health Canada is devising a regulatory approval pathway 
for follow-on biologic products, known as biosimilars in the 
EU. It elected to go with a ‘guidance’ document rather than 
regulatory amendments, on the basis of its view that the 
current Food and Drug Regulations provide enough authority 
without new regulations. The last draft Guidance, released 
on 27 March 2009 for a 60 day consultation period, provides 
the submission requirements. Proposed amendments to 
two other Guidances that deal with intellectual property 
protection, including amendments to the data protection 
Guidance mentioned above, were released concurrently. These 
proposed amendments were made to clarify the manner 
in which Health Canada will apply the Patented Medicines 
(Notice of Compliance) Regulations and the Food and Drug 
Regulations (Data Protection). While the default position of 
Health Canada appears to be to apply these protections to any 
product following the SEB pathway, it is expected there will be 
resistance by SEB manufacturers, and court challenges to the 
scope of the obligations under either set of regulations.

In addition to intellectual property protection, a further 
concern arising from the proposed pathway is the ability of 
an SEB sponsor to use a product from another jurisdiction as 
the product to which it compares to show its similarity. While 
the draft Guidance provides that the foreign product must be 
somehow linked to the Canadian approved product, there are 
concerns this might afford an opportunity to avoid intellectual 
property protections of the two sets of IP regulations. In 
addition, if a reference product has never been marketed in 
Canada, there are concerns as to how much information the 
Canadian regulator would be able to access.

The final Guidance is expected some time in early 2010, 
although even in the absence of a final document, Health 
Canada approved its first SEB in April 2009 and will continue to 
consider and possibly approve further SEBs.

Challenges for pharmaceutical patents
2009 has been hostile for patentees. Lack of sound 
prediction (lack of utility) is undoubtedly the new ‘darling’ for 
pharmaceutical patent validity challenges following a series of 
recent cases invalidating patents on this basis. Final counts for 
patentee win rates in the Federal Court of Canada for 2009 are 
pending but have likely dropped from 39 percent for actions 
and 34 percent for applications under the Patented Medicines 
(Notice of Compliance) Regulations (1997-2008).

Prior to 2009, sound prediction appeared to be a settled 
issue from a 2002 holding of our Supreme Court that utility 
need not be established as of the filing date if it could be 
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soundly predicted. The new cases require that the “factual basis 
for the prediction” must be disclosed in the patent specification 
itself as part of “enhanced disclosure obligations” or 
“heightened disclosure” for sound prediction patents. Decades 
of jurisprudence that utility need not be disclosed in the patent 
specification was distinguished by limiting this rule to cases of 
“demonstrated utility” only. 

Also new to Canada is an expanding duty of candour 
obligation in dealing with the Patent Office. In a recent 
decision, notwithstanding that prior art was disclosed to the 
Patent Office, the failure of the patent agent to portray its 
teachings in the manner found by the trial judge, constituted a 
lack good faith and invalidated the patent.

These recent decisions require an increasing degree of 
support for obtaining claims. In Eli Lilly v Apotex, there was 
an example on a hypothetical human trial for the use of a 
compound to treat osteoporosis. The actual data supporting 
human efficacy was outlined in an Abstract published prior 
to the filing date, but the data itself was not included in 
the specification. The court concluded that even though 
the claimed invention met the first two of three elements 
necessary to establish sound prediction, since the data was 
not included in the specification, the patent lacked the third 
element of “disclosure of the basis for the sound prediction”. 
As a result, as a best practice for Canada, all relevant data 
should be included within the specification at the time of the 
Canadian filing date.

The Director of the United States Patent and Trademark 
Office, David Kappos, recently suggested that inventors 
“consider filing evidence of unexpected results” to overcome 
obviousness in light of KSR. However, in Canada, use of 
such a promise may be problematic. Statements such as, 

“Applicants have now discovered”, “[the product] possessed a 
unique combination…making it outstanding”, “[the product] 
displays surprising and unexpected properties”, “surprising and 
excellent results” or “the invention shows marked superiority”, 
require corresponding support. In each of the listed cases, 
no advantage or promise of the invention being unique and 
outstanding over the prior art was found, and found invalid. 
As such, in Canada, in contrast to elsewhere, the use of 
language that makes a promise in a specification needs to be 
carefully considered, and only used if comparative data that 
demonstrates an improvement is included in the specification.

The practical challenge for patentees is to carefully balance 
anticipation concerns and utility issues. Aspects of human 
clinical testing necessary to secure regulatory approval 
arguably sets up novelty bars in some countries while early 
filing can present sound prediction issues. Weighing into the 
mix is drafting specifications and coordinating for worldwide 
filings under the Conventions, while meeting the unique 
disclosure requirements in Canada, in addition to the first to file 
rules that encourage early filing. A challenge indeed.

Conclusion
Our Federal and Provincial governments proclaim Canada 
is open for business. There are indeed opportunities for life 
sciences companies in Canada. While we can hope for some 
action by the governments and Courts to diminish some of 
the obstacles, in the meantime, careful planning will assist in 
turning the opportunities into successes.

Jane Clark, Richard Dearden, Robert Ford, and Martin Mason are members 

of the Life Sciences Industry Group at Gowlings.

The global pharma industry has been in a state of consolidation 
with several deals like Pfizer/Wyeth, Merck/Schering Plough 
and Abbott/Solvay (Pharma Division). This has been prompted 
by global pharma majors facing increased pressure owing to 
several drugs going off patent combined with rising R&D costs 
and reduced R&D productivity. Pharma companies have been 
looking at various means to sustain their top-line and bottom-
line with inorganic options becoming the preferred method for 
several cash rich companies in this objective.

The Indian pharma industry, which has been consistently 
clocking a growth rate in excess of 12 percent, in spite of the 
economic slowdown, occupies an important and interesting 
position globally. As a low cost manufacturing base with strong 
chemistry skills and a high growth domestic market, it provides 
several opportunities not only for MNCs but also for home 

grown companies.
This is evinced by the increased interest among global 

pharma majors to establish their presence in the Indian 
market. At the same time, domestic companies too have been 
expanding their footprints and entering into new geographies 
to diversify their business model or move up the value chain.

This article endeavours to highlight the consolidation trends 
in various segments of the Indian life sciences industry, i.e., 
APIs, Formulations, CRAMs, biotech and the related area of 
healthcare.

APIs 
Traditionally APIs have been an area of competency for Indian 
companies owing to their strong capabilities and skills in 
chemistry. Most of the transactions have taken place in the 
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domestic space and with a view to either expand capacity or 
to expand into other segments or move up the value chain. 
Some of the recent transactions in this space have been Arch 
Pharma’s acquisitions of Benzochem (to strengthen oncology 
presence), Watson Pharma’s API facility (access to USFDA 
approved plant) and Biocon’s acquisition of Gulf Oil Corporation 
(to enhance capabilities in non-fermentation based generic 
APIs).

Presence of financially stressed companies to lead to consolidation 
However, in recent times the industry has been facing some 
pressures owing to high working capital requirements, 
consistent pricing pressure and competition from Chinese 
manufacturers. This has led to several companies being highly 
leveraged and even ‘stressed’, making them potential takeover 
candidates. Acquirers are also expected to be domestic 
companies, since the growing trends of outsourcing of API 
manufacturing and established low cost credentials of Indian 
manufacturers limit cross-border interest in this segment.

Formulations
Strong interest from MNCs in domestic companies
The US$8.5bn domestic formulations industry is highly 
fragmented, with the top 20 players accounting for only 
55 percent of the total market, making the industry poised 
for consolidation. Moreover, MNCs are also evincing strong 
interest in expanding or establishing their Indian presence. 
Indian companies with their stable domestic business offer an 
opportunity to MNCs to support their current innovation-based 
high risk business model with stable cash flows. 

In addition, Indian companies also offer them a low cost 
manufacturing base, a strong product portfolio and access to 
some of the lucrative generics markets abroad. These factors 
were the key objectives during Dai-Ichi’s recent acquisition of 
Ranbaxy.

Domestic companies also looking to expand to new markets like 
Japan, Australia and Asia
Cash rich domestic companies are also taking the cue from 
their global counterparts and are increasingly looking to 
expand their presence in the global generics market. Indian 
companies are gradually coming out from their focus on 
regulated markets like the US and UK. They are hitherto looking 
at unexplored markets like Japan, Australia and East Asia. For 
example, Japan, which had restricted access for foreign pharma 
companies, has been encouraging the use of generics due to 
increasing healthcare costs, which has led to increased interest 
among Indian companies in this market. Companies like Lupin 
and Cadilla have been active in seizing this opportunity. Lupin, 
which in 2005 entered into a strategic alliance with Kyowa, 
one of the top 10 generic companies in Japan, acquired an 
80 percent stake in the latter part of 2007. It also has acquired 
a minority stake in Generic Health, an Australian generics 
company. Cadila has acquired Nippon Universal in Japan, which 
will provide them with a manufacturing base and a strong 
distribution network.

Some of the key outbound transactions which have taken 
place in this segment are as follows: (i) Ranbaxy’s acquisition 
of Terpia (Romania) to expand its marketing base; (ii) Matrix 
Lab’s Docpharma (Belgium) and Glenmark’s acquisition 
of Medicamenta (Czech Republic), which enabled these 
companies to establish a base to cater to European markets; 
(iii) Sun Pharma - ICN Hungary (Hungary)- Acquisition of a 
facility to manufacture controlled substances; (iv) Glenmark’s 
acquisition of Unic Ciclo (Brazil), which provided the former 
access to certain niche products; (v) Cadilla Healthcare’s 
acquisition of Quimica E Farmaceutica Nikkh (Brazil), providing 
access to the Brazilian market; and (vi) Glenmark’s acquisition of 
Bouwer Bartlett (South Africa), providing a marketing network 
in South Africa. 

Challenges in exports markets to prompt companies to explore 
strategic options
Previously, mid-sized domestic companies with high profit 
margins and stable cash flows were not eager sellers and those 
that were had extremely high valuation expectations. However, 
currently some of these companies which have expanded into 
export markets are facing price erosion (especially those with a 
regulated market focus) and working capital challenges. Such 
situations could prompt them to explore strategic options.

CRAMs 
Strategic acquisitions in niche areas 
CRAMs has been the most promising sector of Indian pharma, 
with most of the players having done well. Following its 
compliance with WTO norms on intellectual property in 2005, 
India has seen a spurt in outsourcing activity in the areas of 
clinical development, clinical-trial manufacture and commercial 
manufacture of on-patent APIs/dosage forms. Several big 
pharma companies – including Pfizer, Merck, GSK, Wyeth, Lilly 
and Astrazeneca – have begun aggressively outsourcing to 
India.

Since this business is highly capital intensive it requires a 
long gestation period and continued support, pioneers in this 
industry have done it with a strong base business subsidising 
returns in the initial years.

This segment has seen a large number of outbound 
transactions made primarily with a view to: (i) expand and 
strengthen services, like Dishman’s acquisition of Carbogen 
Amcis from Solutia, Shasun’s acquisition of Rhodia Pharma’s 
Custom Synthesis business and Dr Reddy’s acquisition of 
Roche’s API business in Mexico; and (ii) add-on specific 
capabilities in niche areas, like Jubilant’s acquisition of Draxis 
(entry into radiopharmaceutical business) and Hollister Steir 
(niche sterile injectibles contract manufacturing).

Focus currently is on integration to ensure synergies from 
acquisitions
Currently the sector is facing some margin pressures owing 
to inventory management on the customer side. Also, most 
companies are in the process of integrating transactions made 
at the height of the boom and hence are expected to go slow 
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on inorganic growth options. However there will always be 
interest for companies operating in niche segments.

Biotech
Strong MNC interest: Sanofi/Shantha transaction a precursor
The Indian bio-pharma market in vaccines has been brought in 
focus with the acquisition of Shantha Biotech by Sanofi Aventis. 
There are several strategic reasons why MNC interest for Indian 
markets will continue in future.

India has emerged as a global low cost vaccine 
manufacturing base. From a demand angle, while the 
emerging markets (i.e., non-US and non-Europe) currently 
represent around 75 percent of volumes; they actually 
contribute less than 25 percent in value. This difference will get 
corrected over a period of time, with increasing purchasing 
power and increased spending from organisations like 
UNICEF. Besides, most Indian manufacturers have a robust 
product pipeline with several products in advanced stages of 
development. This is expected to be well received in various 
developed markets (which are the largest markets in value 
terms).

The other factor is India’s domestic market potential. The 
Indian vaccines market, which is currently US$550m in size is 
expected to grow at a CAGR of 20-25 percent over the next 
few years, owing to factors like government immunisation 
programs and increased disease awareness.

Healthcare
Scope for regional consolidation 
With rising disposable income and increased healthcare 
awareness, the Indian healthcare market, estimated at US$34bn 
in 2006, is poised to be doubled to US$79bn by 2012. Despite 
the entry of several organised players, the private sector in 
India remains highly fragmented, thus offering scope for 
consolidation.

Private healthcare players are expected to utilise inorganic 
means to expand their geographical presence (moving into 
Tier II and Tier III cities) and also focus on specialty treatment 
categories. They will be interested not only in standalone 
hospitals but also in hospital chains. Indian companies are also 
looking to expand in neighbouring countries like Bangladesh 
and Sri Lanka, since a large number of their patient pool is from 
these countries.

Conclusion
The Indian health sciences industry is at an inflexion point 
holding immense potential and offering diverse opportunities 
to both domestic as well as global pharma companies. 
This is expected to lead to realignment in business models, 
prompting stakeholders evaluating various strategic options to 
exploit the same.

Navroz Mahudawala is an associate director at Ernst & Young.

Though the biotechnology sector is a wide field and includes 
agriculture, industrial and medical biotechnology, the Indian 
biotechnology sector mostly comprises of pharmaceuticals, 
focused on the development of vaccines, therapeutics and 
diagnostics, as well as on clinical trials, contract research and 
manufacturing activities. It has also forayed into agriculture 
for the research and development of hybrid seeds, transgenic 
crops, bio-pesticides and bio-fertilisers, as well as into the 
industrial field for the research and development of detergents, 
textiles, food, leather and paper.

According to the Indian Brand Equity Foundation report for 
September 2009, the Indian biotech sector’s overall turnover in 
2008-09 was US$2.51bn, compared to US$2.13bn in 2007-08. 
Biopharma contributed US$1.6bn; bio-agri nearly US$311.28m, 
the bio-industrial segment US$99.19m, while bio-informatics 
grew 15 percent to reach US$45.65m.

Indian policymakers realised the significance of 
biotechnology as an emerging sector as early as 1982, when 
the Government of India set up an agency, the National 
Biotechnology Board (NBTB) under the Ministry of Science and 
Technology, in order to promote, identify priorities, coordinate 
and plan the development of biotechnology products and 

processes. In 1986, the NBTB became the Department of 
Biotechnology (DOB), for the purpose of “attaining new heights 
in biotechnology research, shaping biotechnology into a 
premier precision tool of the future for creation of wealth and 
ensuring social justice” among other objectives.

The DOB gave a new impetus to biotechnology, which 
resulted in a flow of foreign investment, especially regarding 
clinical trials, contract research and manufacturing and such 
other services. Therefore, with such potential for growth, India 
holds opportunities for investors both as a prospective market 
as well as a cheap research and manufacturing base.

Legislative and regulatory overview
The Government of India, along with the DOB and the Ministry 
of Forest and Environment, has consistently come up with 
major legislative reforms in order to meet the vibrant needs of 
the technology sectors. DOB guidelines for the years 1990, 1994 
and 1998, as well as the Environment (Protection) Act, 1986, 
covers most of activities relating to the biotechnology sector 
including research on genetically modified organisms, genetic 
research on plants and compliance with safety procedures 
for handling hazardous substances and procedures regarding 

g Foreign direct investment in India’s biotechnology sector

BY REENA GROVER AND ALOK SONKER



64 FW | www.financierworldwide.com

BIOTECHNOLOGY & LIFE SCIENCES SECTOR 2010

<< CONTENTS

emission or discharge of environmental pollutants.
However, certain other specialised legislations and ancillary 

acts have also been enacted to meet some changes special 
areas in the biotechnology sector, such as the Drugs and 
Cosmetics Act, 1940 for the approval of pharmaceutical 
biotechnology products, as well as the Rules for the 
Manufacture, Use, Import, Export and Storage of Hazardous 
Micro-organisms/Genetically Engineered Organisms or Cells, 
1989 etc.

The DOB, along with the Ministry of Environment and Forest, 
is the leading regulatory body in the field of biotechnology 
in India. These ministries ensure the compliance of requisite 
safeguards at research and development level by way of 
various committees formed and constituted by the above 
ministries. The important committees are: (i) the Genetic 
Engineering Approval Committee (GEAC) which monitors, 
evaluates and approves the commercial application of 
products and large scale trials; (ii) the State Biotechnology 
Co-Ordination Committee (SBCC), which is usually involved 
with inspection, investigation and periodical review of the 
safety and control measures in various institutions and to take 
punitive actions in case of violations; (iii) the Recombinant 
DNA Advisory Committee (RDAC), which is involved with the 
reviews and development at national and international levels 
and recommends safety regulations in rDNA research, use 
and applications; and (iv) the Review Committee of Genetic 
Manipulation (RCGM), which reviews ongoing research of high-
risk rDNA projects, monitors project sites and trials, and advises 
on the import of hazardous micro-organisms.

Scope, use and improvisation
Biotechnology, as a knowledge-driven sector, needs a flow of 
ideas and concepts for the emergence of new processes and 
products. It has attracted attention internationally, which is 
reflected in the form of foreign direct investment in this sector. 
However, the majority of foreign direct investment has been 
restricted to contract research and manufacturing and other 
related services.

The current scope of the Indian Biotechnology mostly 
consists of: (i) contract research at the drug discovery stage 
and/or the improvement of existing drugs; (ii) contract 
manufacturing especially in the generic sector, due to 
synthesis skills, quality, process development and cost-effective 
manufacturing; (iii) drug discovery and development, which 
includes areas such as analogue research, combinatorial 
chemistry, new drug delivery systems and phyto-medicine; (iv) 
bioinformatics; and (v) agriculture and industrial products, such 
as bio-pesticides, hybrid seeds, transgenic crops, and industrial 
enzymes.

Foreign direct investment (FDI)
The present policy framework in the biotechnology sector 
has evolved and enlarged in line with reforms and structural 
developments in the economy. The present policy allows 
foreign investors to invest in resident entities through either the 
automatic route or the government-administered route under 
the following categories.

Pharmaceuticals. 100 percent FDI is permitted under 
automatic route in the drugs and pharmaceuticals sector, 
including those involving the use of recombinant DNA.

Agriculture. 100 percent FDI is permitted, in floriculture, 
horticulture, development of seeds, animal husbandry, fish 
farming, aqua-culture and cultivation of vegetables and 
mushrooms under controlled conditions and services related 
to agro sectors.

Besides the above, FDI is prohibited in any other agricultural 
sector/activity and plantation activities (except tea plantation 
which is also subject to certain conditions).

The government of India has, from time to time, come up 
with procedural reforms, incentives and support measures for 
the biotechnology sector. 

Strategising entry for foreign investors in the 
biotechnology sector
The mode of investment available to a foreign investor in the 
biotechnology sector depends upon the nature of activity 
or business. Prevailing FDI policy allows foreign investors to 
invest in India either as an unincorporated entity or as an 
incorporated entity.

Under the unincorporated entry route, the following entry 
options are available to investors: setting up a liaison office, 
a project office or a branch office, subject to applicable 
regulations. The incorporated company may be structured as 
the joint venture company or as a wholly-owned subsidiary.

Other than the above, investment is also possible in 
existing entities and parties may also enter into a contractual 
relationship such as contract manufacturing, agency, 
distribution and licensing agreement, subject to applicable 
laws.

Reena Grover is a partner and Alok Sonker is an associate at Rajani 

Associates & Solicitors.

The mode of investment available to a foreign investor 
in the biotechnology sector depends upon the nature of 
activity or business.
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g Monetisation of IP for life science companies

BY PHILIP J. ANTOON

The onset of the economic downturn, with the ensuing 
difficulty in raising capital and protecting cash flows, has 
caused many life science companies to take a close look at 
their most valuable asset – Intellectual Property (IP). Small 
life science companies, facing tightened credit markets, 
have found it difficult to secure financing to complete R&D 
projects through regulatory approval and on to commercial 
viability. Large life science companies often have significant 
value hidden in patents that are not utilised but could be 
very attractive to a third party. This article focuses on the 
prevailing market for IP, providing insight on the avenues and 
approaches for life science companies to monetise their most 
valuable but often under-appreciated asset – IP.

What types of IP assets are optimal for monetisation?
While IP comes in many forms, including patents, trademarks/
trade names, copyrights, etc., for the purposes of this article 
we will focus on the IP asset that is most prevalent in life 
science companies – patents. We discuss not only patents that 
are protecting commercialised products, but also those that 
protect projects in various phases of development, which are 
particularly common in life science companies.

In the current economic environment, many smaller life 
science companies are struggling to secure financing to fund 
their in-process projects. Rather than watch their valuable 
research remain stagnant, their in-process projects could be 
sold or licensed to life science companies with the financial 
capability to continue development. Larger life sciences 
companies often hold dormant IP that can be monetised such 
as IP acquired in a merger or acquisition but not related to 
core business strategy, one-off projects without sponsorship 
or a champion, developed IP remaining after a change 
in company strategy or target market, or an unexpected 
technological development or discovery.

What is the current environment for selling or licensing IP?
While the current economic environment has indeed affected 
the market for monetising IP, it has not eliminated activity. 
Rather, it has only shifted the nature of the market. Prior to 
the economic downturn, the IP monetisation market was 
driven by a combination of private transactions as well as live 
IP auctions. Deal sizes ranged across the board, while many 
low priced acquisitions of speculative technologies were 
consummated. With the onset of the economic downturn, 
speculative purchases have reduced dramatically and the 
volume and dollar value of transactions in the auctions have 
fallen off. Why the change? The market has demonstrated 
a ‘flight to quality’. Private transactions have become the 
focal point. Buyers/licensees are more closely linking their 

decision making process with a defined economic return on 
the transaction; thus for an IP asset to be sold or licensed, the 
buyer must be able to ‘put pen to paper’ on the return on the 
investment of the transaction. We expect this to continue for 
the foreseeable future, thus maintaining what may be a more 
lasting shift in the market to private transactions.

How are life science IP assets typically monetised?
The first phase of the IP monetisation process is to fully 
understand the composition of the patent portfolio by 
conducting a detailed review. For large life science companies, 
the review is typically focused on identifying patents that are 
non-core to the operations. For small life science companies 
this phase is typically very straightforward because they 
often consider monetising most if not all of their current 
portfolio. Factors considered in selecting patents that are 
the best candidates for monetisation include the legal status 
of the patent, the nature of the product/project that the 
patents protect, the licensing activity for patents protecting 
comparable or competitive products, and the potential value 
of the patents, amongst others.

The second phase in monetising IP is to prioritise 
the patents identified in the first phase; quite often, the 
prioritisation is a function of identifying the most valuable 
patents. Thus the key step in this phase is a high-level analysis 
of the value of each patent portfolio. This high level valuation 
analysis typically is conducted utilising one of two income 
based methods, either a royalty savings approach or excess 
cash flow approach. The royalty savings approach measures 
value based on a projection of revenues attributable to the 
patent, an estimated royalty rate that would be paid for the 
use of the patent, tax affected and discounted to present 
value. A sensitivity analysis can be helpful to frame out a 
reasonable range of potential values for each patent portfolio. 
The assumptions underlying the valuation and which drive the 
future income capability include the competitive landscape, 
available market pricing for comparable assets, the nature 
of the patents, the remaining economic and legal life of the 
patents, and the risk associated with the patents.

While it is clear that patents protecting commercialised 
products can be readily valued, quite often the question arises 
regarding projects still in development and whether they can 
be valued for sale or licence. The answer is a definite yes; any 
research and development projects, even those in the early 
phases of development, can be valued by an experienced 
professional. Here the approach is also an income approach, 
but focuses on the future income generating capability of the 
project, adjusted for the costs to complete the project through 
regulatory approval, as well as the risk affecting the future 
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income based on the probability of achieving regulatory 
approval. 

With the patents prioritised, the final phase is the actual 
sale or licence of the IP. The key to this phase is to set in place 
a carefully defined plan with specific target dates to ensure a 
timely and orderly process. Without a well-defined procedure 
and timeline in place, the sale/licence process can become 
inefficient and actually dissuade potential buyers/licensees. 
The following are key steps in the final monetisation phase.

Identifying the potential buyers/licensees – a well defined 
search should commence by setting specific search 
parameters, the most obvious is to target companies with 
activity in the specific field, i.e., identifying pharmaceutical 
companies specialising in the treatment of allergies if trying to 
monetise a compound in development to be commercialised 
as an antihistamine. While this appears to be a simple and 
logical observation, quite often the inability to sell or licence 
a patent stems from too wide a net being cast over the pool 
potential of targets, with the ensuing inability to focus on the 
most likely buyers hindering the process. Consideration must 
also be given to the size of the prospects, their available cash 
and short term investments, as well as their activity in licensing 
and/or acquiring patents.

Creating an abstract – an abstract is developed to generate 
interest. It is a short narrative briefly describing the patents 
and their potential value. The abstract should provide a 
snapshot of the background and benefits of the patents, 
without divulging any proprietary data. The key is to pique 
the interest of the reader while maintaining a balance, being 
careful not to describe the patents as having unlimited 
applications and upside. Developers/owners of the IP can 
sometimes be emotionally bound to the patents and will tend 
to overstate their potential. Understanding the marketplace, 
the buyers’ point of view and their goal of economic return 
guides the development of the abstract.

Contact prospective buyers – once the prospective buyers 
have been identified and the abstract is complete, the next 
step is to contact the prospective buyers. Too often this step 
is mishandled by reaching out to R&D professionals at the 
target. However, R&D personnel typically do not have the 
ability to drive financial expenditures, and beginning at the 
R&D level will often waste valuable time. Most companies have 
a mergers and acquisitions or licensing group; these are the 
ideal contacts as they will pre-screen opportunities and have a 
significant influence, along with upper management on a final 
decision. The licensing team will involve the R&D professionals 
at some point, primarily to comment on the efficacy of the 
IP. A vital aspect of this step is to understand that rather 
than simply reaching out to a company and forwarding the 
abstract, success often hinges on the ability to identify and 
build a rapport with the decision maker at the target. The 
process can be time consuming. Numerous discussions will 
have to take place in order to build a relationship with the 

target, but this will enhance the focus of the target on the 
patents.

Confidential information memorandum – Once companies 
have expressed interest beyond the abstract, the next step 
is to provide a confidential information memorandum (the 
prospect must sign a non disclosure agreement prior to 
receipt of the Memorandum). The Memorandum is a detailed 
document providing in-depth information and data regarding 
the patents. While not expected to provide answers to all 
prospective questions, the Memorandum should provide 
enough data to allow the prospect to make an informed 
decision as to whether or not they should conduct further due 
diligence and/or extend an offer.

As the pre-set deadline for accepting offers nears, a request for 
a Letter of Intent should be communicated to the prospective 
buyers. It is at this point that the picture becomes clear 
regarding which companies will bid; up to this point it would 
be common to have prospective buyers conducting in-depth 
due diligence, both through their own research as well as 
through discussions with individuals who have the detailed 
technical understanding of the patents. Legal discussions 
and diligence will also occur to ensure the patents maintain 
appropriate protections.

The final step in the monetisation phase is to assess the 
offers, select the offer that is most appealing, and enter into 
final negotiations with the selected buyer. A number of factors 
must be considered when assessing the offers. Should the 
transaction be a sale or a license? If licensed, should the use 
be exclusive or non-exclusive (this will directly affect the level 
of the license fee)? Should the patents be simultaneously 
licensed to multiple bidders, with exclusive rights granted 
within specific fields of application? How should the 
transaction be structured – one time upfront payment, 
combination of an upfront payment and ongoing royalties, or 
all ongoing royalties tied to the actual revenues generated by 
the product? What is the implied present value of each of the 
offers?

Once the above questions have been addressed, the final 
terms will be agreed to and the transaction will be completed.

As articulated above, the process of monetising IP can 
provide much needed financial relief to small life science 
companies, while providing increased cash flow and 
shareholder value to life science companies with dormant 
IP, simply by tapping into an otherwise unused but valuable 
asset. The monetisation process itself must be carefully 
planned and executed, as missteps can hinder the sale 
process. Armed with valuable patents and an efficient and 
well planned process, IP monetisation can yield tremendous 
benefits for life science companies.

Philip J. Antoon is global practice leader of the Valuation Services Practice 

at Marsh.
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The volatility of the equity, debt and credit markets over the 
past 18 months has again exposed the difficulties, pitfalls 
and weaknesses of the traditional biotechnology financing 
models. In the three decades since the first biotechnology 
company was established, most companies have pursued 
a similar approach to meeting the intensive capital needs 
associated with innovating new technologies and biologic 
products: sell shares, spend cash, repeat until ‘exit’. Given the 
long development and approval timelines for biotechnology 
products and the small number of biotechnology companies 
that have reached profitability, repeated rounds of fundraising 
have been essential for the continued growth of individual 
companies and the biotechnology industry as a whole.

A key shortfall of this approach, however, is that it is largely 
hostage to external economic factors as well as investors’ 
risk tolerance, neither of which can be predicted, controlled 
or influenced by individual companies. Additionally, the 
access to ‘easy money’ has enabled many biotechnology 
companies to pursue these business models, which cannot 
be sustained when fundraising encounters difficult times. 
The current recession has highlighted the importance of 
pursuing alternative models, with respect to both accessing 
and deploying capital, that are not fully dependent on either 
traditional debt or equity.

In response to more limited access to the capital markets, 
many biotechnology companies are learning to do more 
with less and are motivated to consider alternative forms 
of financing. Some companies have pared their expenses 
by streamlining their R&D processes, halting or slowing 
development of all but one or two programs with the greatest 
near-term potential for value creation. Many companies also 
have decreased their operational costs through reductions 
in workforce or consolidation of their physical facilities. 
While these measures are difficult, they may be essential for 
continued survival in a cash-constrained environment.

The other critical component of doing more with less is 
accessing alternative capital sources by leveraging existing 
assets to generate near-term cash that can fund today’s 
strategic growth opportunities. While many biotechnology 
companies may be cash-poor, most are rich in another 
asset: intellectual property. Leveraging intellectual property 
has usually been achieved through selling, out-licensing or 
partnering a technology, development program or product. 
Although such transactions provide near-term capital, 
the innovator company almost always sacrifices all or a 
significant portion of the long-term value of the asset. Co-
commercialisation agreements, which may enable retention 
of a greater share of long-term value, still require the innovator 
to relinquish some degree of control over the asset and to 
collaborate with a partner that may have different long-term 
goals and objectives.

Healthcare product-based financing offers an alternative 
to debt or equity, enabling companies to generate near-term 
capital from certain types of intellectual property without 
sacrificing control of the asset or its long-term upside 
potential. Healthcare product-based financing includes royalty 
monetisation, which can be utilised when the intellectual 
property is already subject to a licence, as well as revenue 
interest financing. Both types of transactions allow an innovator 
company to sell all or part of an income stream in exchange for 
cash today.

In a royalty monetisation transaction, a company sells all or 
part of an income stream generated by royalty payments that 
it receives passively from a third party. Typically, this royalty 
is derived from third-party sales of a product (or products) 
that utilise intellectual property licensed from the innovator 
company. The seller of the royalty interest receives cash up-
front, and the buyer receives all or a defined portion of future 
royalty payments.

Vernalis plc successfully used a royalty monetisation 
transaction to access capital that could be used to advance 
its proprietary pipeline. At the time of the transaction, 
the company had two commercial-stage products, Frova 
(frovatriptan) and Apokyn (apomorphine hydrochloride), 
as well as a pipeline of investigational therapies targeting 
neurologic and central nervous system disorders. The company 
had recently restructured its operations and was seeking 
non-dilutive capital to advance its pipeline programs so that 
they could be partnered successfully. By selling a portion 
of the royalties that it received under an exclusive licence 
and supply agreement for the commercialisation of Frova in 
Europe and certain other territories, Vernalis raised €18.4m. This 
capital was deployed to support key internal development 

g Using assets for growth and development: generating revenue 
from existing IP

BY WALTER FLAMENBAUM

Healthcare product-based financing offers an alternative 
to debt or equity, enabling companies to generate near-
term capital from certain types of intellectual property 
without sacrificing control of the asset or its long-term 
upside potential. 
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programs, allowing the company to meet a critical objective 
of its restructuring and begin rebuilding shareholder value. 
Subsequently, the company was able to raise £24m in April 
2009 through a rights offering.

Royalty monetisation transactions also can be structured 
around technology platforms rather than payments based 
on product sales. As an example, Dyax Corp. monetised its 
enabling phage display technology, which has broad utility 
in the discovery and development of healthcare products. 
The company utilises this platform to develop proprietary 
therapeutics and also has a licensing and funded research 
program (LFRP) that allows other companies to use the 
technology in a variety of therapeutics, diagnostics and 
research reagents.

With more than 70 licensees at the time of the investment, 
the LFRP was generating licence fees and had the potential 
to generate substantial long-term revenue from milestone 
and royalty payments. However, Dyax was seeking near-term 
capital to advance its proprietary programs. To achieve this, 
the company sold a tiered portion of the annual payments 
generated by the LFRP in exchange for up to $35m. The 
transaction was structured so that the tiered portion declined 
as certain revenue levels were achieved, allowing Dyax to 
retain a substantial proportion of the upside potential of the 
LFRP. Not only did this transaction provide critical growth 
capital that allowed Dyax to advance its high-value product 
candidates, it also created recognition for a cash-generating 
asset to which Wall Street had previously assigned little value. 
Significantly, this transaction did not encumber Dyax’s internal 
or co-development programs, which had been a priority to 
the company as it evaluated potential financing strategies. 
In December 2009, Dyax received FDA approval of its first 
product.

Companies that actively market their own products, rather 
than receiving royalties derived from third-party sales or 
licensing fees, can also utilise product-based financing to 
access capital. In a revenue interest financing transaction, a 
company creates a ‘synthetic royalty’ based on its product sales 
revenue. This synthetic royalty, or product revenue interest, 
is then sold in exchange for up-front cash and, potentially, 
payments based on regulatory or commercial milestones. 
Acorda Therapeutics Inc., a biotechnology company 
developing therapies to restore neurological function, 
successfully utilised revenue interest financing to fund a 
sales force expansion, creating a ramp towards establishing 
commercial resources for future products, and strengthen 
its pre-IPO balance sheet without dilution of its ownership 
stake. The company raised up to $25m by selling a portion of 
its revenues from Zanaflex, a product for the management of 
spasticity. The transaction included a $15m up-front payment 
and two additional $5m milestone payments. Two months 
after the close of the transaction, the company successfully 
completed its IPO.

A growing number of both private and public companies 
have used healthcare product-based financing to fund a 
variety of strategic objectives, including: delaying a partnership 

to maximise value, acquiring a new product, launching new 
products and funding Phase III trials to expand the label of an 
approved product. In all of these transactions, companies have 
accessed critical growth capital without dilution to equity and 
without restrictive covenants that could limit future strategic 
transactions.

A key benefit of healthcare product-based financing is that 
the transactions offer unparalleled flexibility, with deal terms 
that can be tailored to meet a company’s near-term financial 
needs while preserving long-term value and upside potential. 
Factors that can be adjusted to achieve an optimal balance 
between immediate and future goals include the asset (or 
assets) monetised, the portion of the interest monetised (as a 
straight sale or as a percentage or defined tier of the income 
stream), geographic territories included in the transaction, the 
duration of the agreement, and the structure of the transaction 
including the use of special purpose vehicles. Transactions 
may also be structured to include an annual or lifetime cap on 
payments, allowing companies to reap the rewards of highly 
successful products. Healthcare product-based financing may 
also be combined with equity or debt transactions for even 
greater flexibility.

Trademarks on healthcare products represent yet another 
class of intellectual property assets that could potentially be 
leveraged to generate near-term capital. Sales of trademark 
interests have been successfully completed in various 
industries, including the pharmaceutical industry, and will 
prove to be a viable financing strategy for biotechnology 
companies.

All forms of financing come at a cost. Equity transactions 
are dilutive to ownership and per-share earnings, while 
debt transactions include interest costs and carry restrictive 
covenants that may limit future financing options. Whereas 
partnerships may not impose a financial cost on the capital 
provided, they do require the company to sacrifice all or 
part of an asset that might prove more valuable if retained 
over the long term. For healthcare product-based financing, 
the cost of capital comes in the form of a potential discount 
in total revenues earned over the life of the product(s) and 
typically correlates with the amount of risk assumed by the 
buyer. The downside associated with this discount needs to 
be considered in the context of the benefit to be gained by 
investing proceeds from the transaction in high-yield programs 
and initiatives.

The recent economic downturn has posed challenges to 
many in the biotechnology industry, but it also has provided a 
strong impetus to pursue more conservative and sustainable 
business practices. As demonstrated by the increasing number 
and dollar value of healthcare product-based financing 
transactions during the past decade, more companies are 
accepting the value of leveraging their intellectual property 
assets to generate cash. The ability to maximise these assets 
should enable companies to move from doing more with less, 
to just doing more.

Dr Walter Flamenbaum is a founding partner of Paul Capital Healthcare.
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It is crucial for companies involved in the commercialisation 
of technology to have clear rights to any intellectual property 
comprised in that technology. If not, there is the risk that an 
intellectual property infringement claim could be brought 
against the company. Furthermore, if the company is licensing 
third parties to use the technology, those third parties will also 
want to be certain that they can commercialise the technology 
without infringing any third party’s intellectual property rights 
and they are likely to require warranties from the company 
regarding its right to licence the intellectual property. In the 
context of an initial public offering of shares in a spin-off 
company established to hold and commercialise technology, 
any uncertainty regarding ownership of the intellectual 
property will need to be disclosed and this may have a 
significant impact on the value of the company.

The recent Australian full federal court decision of University 
of Western Australia v Gray [2009] FCAFC 116 (3 September 
2009) has highlighted the need for companies involved in 
commercialisation of university research to undertake chain 
of title due diligence to ensure they have clear rights to any 
intellectual property comprised in the inventions being 
commercialised. Despite the common assumption that a 
university would own any invention developed as part of an 
academic employee’s research activities, the court confirmed 
that this is not the case in all circumstances. This has serious 
implications for companies involved in commercialisation of 
university research, which rely on the ability of universities to 
own and deal with inventions developed by their academic 
staff.

The decision
The case concerned inventions developed by Dr Bruce Gray 
while employed as an academic by the University of Western 
Australia (UWA). Several patent applications were filed for these 
inventions in the names of Dr Gray and others. A company 
called Sirtex Medical Ltd, of which Dr Gray was a director, was 
also established to commercialise the technologies. The patent 
applications were not filed in UWA’s name, and it had no rights 
to share in any commercialisation profits. The action brought 
against Dr Gray was on the basis that the inventions were 
developed by him in the course of his employment and were 
owned by UWA. UWA sought a declaration that Dr Gray held 
his shares in Sirtex Medical Ltd on trust for UWA, and that he be 
required to transfer those shares to UWA and account to UWA 
for any benefits obtained by him in relation to those inventions.

In Australia and overseas, courts have readily implied terms 
into employment contracts requiring any inventions developed 
by an employee in the course of employment to be assigned 
to the employer. However, the court said that the term is not 

necessarily implied into all employment contracts. The court 
found that the role of a university researcher is vastly different 
from that of a researcher in a private enterprise because the 
academic researcher enjoys a number of academic freedoms, 
and is a long way removed from the commercial enterprise 
situations which gave rise to the common law implication of 
employer ownership of employee inventions developed in the 
course of employment.

In light of the above considerations, the court held that 
there was no justification for implying a term in Dr Gray’s 
employment contract that UWA would own any inventions 
created by him in undertaking research at UWA. Given that 
UWA did not have any ownership interests in Dr Gray’s 
inventions, the court dismissed UWA’s claims that Dr Gray 
had breached any fiduciary obligation by dealing with UWA’s 
property rights. UWA has filed an application for special leave 
to appeal to the High Court of Australia.

Common research arrangements and potential issues
Universities are regularly involved in undertaking early stage 
research and they are an important source of new technology 
in Australia. This technology can enter the commercial sector in 
a number of ways, including by the university: (i) undertaking 
contract research for a company; (ii) undertaking collaborative 
research with a company; (iii) licensing or assigning technology 
to a company; or (iv) establishing a spin-off company to hold 
and commercialise technology. Each of these arrangements 
has potentially different intellectual property ownership 
issues that need to be considered by companies involved 
in commercialisation of inventions arising from university 
research.

Contract research
Contract research is where a company engages a university 
to undertake a specific research task to achieve a particular 
outcome for the company. The company will usually set 
the parameters and required outputs of the research (with 
assistance from the university researchers) and will own any 
intellectual property arising from the research – although 
the university may require a limited licence back for internal 
research and education purposes. 

In light of the UWA v Gray decision, the most effective way 
of ensuring that any assignment of intellectual property 
arising from the research is effective is to require that both the 
university and the researchers assign any intellectual property 
rights they have in the research outcomes to the company. 
Alternatively, if the university does not permit its researchers to 
enter into direct contracts with the company, the researchers 
could first assign any intellectual property rights they have in 

g Commercialisation of university research – ownership issues

BY KYLIE DIWELL
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the research outcomes to the university, who can then assign 
all of the intellectual property rights to the company.

Collaborative research
Collaborative research arrangements can take many forms, 
but they usually involve both the university and the company 
bringing background technology or skills and expertise to 
the arrangement, so that the parties can work together using 
these contributions to achieve an agreed outcome. The parties 
will usually jointly determine the parameters of the research 
and may agree to jointly own any intellectual property arising 
from the research. The company will often be granted an 
exclusive licence to commercialise the technology, with the 
university being granted a licence for internal research and 
education purposes. Alternatively, if the technology has broad 
application the parties may agree that the university will own 
the intellectual property, with the company being granted 
an exclusive licence only for the specific application that is 
of interest to it. In both cases, it is common for the parties to 
share any revenue received from commercialisation of the 
technology.

In light of the UWA v Gray decision, the most effective way of 
ensuring that that any assignment or licence of the technology 
is effective is to require that the researchers assign any 
intellectual property rights they have in the research outcomes 
to the university, who can then assign or licence all of the 
intellectual property rights to the company.

Licensing or assignment of technology
A university may also undertake independent research 
(sometimes partly funded through a government grant) and 
develop technology that it subsequently wants to assign or 
licence to a company to further develop and commercialise. 
The university will usually require both a licence back for 
internal research and development purposes and a share of any 
revenue received from commercialisation of the technology. 
In some cases it may be possible to deal with any potential 
intellectual property ownership issues in the same way as for 
collaborative research arrangements. However, if the research 
was undertaken some time ago, or over a long period of time, 
the researchers involved may no longer be employed with the 
university or otherwise not available to assign any rights they 

may have in the intellectual property to the university. If this is 
the case, the company will generally need to rely on warranties 
from the university that it owns all intellectual property rights 
in the technology being assigned or licensed.

The company could also review the researchers’ employment 
contracts to ascertain whether they contain an express 
provision that any inventions created by the researcher in the 
course of their employment vest in the university. If so, then 
there is no need to rely on the implication of this term into the 
employment contract and the issue falls away.

Establishment of a spin-off company to hold and commercialise 
technology
Occasionally a university will be involved in the development 
of technology to a stage where it warrants being assigned 
into a spin-off company that will hold and commercialise 
the technology. The spin-off company will often be owned 
by the university and other entities that have contributed 
to the development of the technology by contributing 
funding, background technology or skills and expertise. The 
intellectual property rights comprised in the technology will 
be assigned by the university to the spin-off company once 
it is established. Similar difficulties may arise in addressing 
intellectual property ownership issues as for the assignment 
or licensing of technology. A company that is a member or 
shareholder of the spin-off company should ensure that the 
university’s assignment of the technology into the spin-off 
company contains appropriate intellectual property ownership 
warranties – or factor the lack of clear rights to the technology 
into its assessment of the value and attractiveness of the spin-
off company.

Conclusion
Companies involved in commercialising university research 
should not assume that a university will own all inventions 
developed by their academic staff in the course of their 
employment as a matter of course. Rather, due diligence 
needs to be undertaken on the contractual arrangements 
underpinning the research to ensure that the university does, in 
fact, own and have the right to deal with the inventions.

Kylie Diwell is special counsel at Minter Ellison Lawyers.
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g Is diversification the right strategy for pharmaceuticals in 
the new decade?

BY JONATHAN ANSCOMBE AND MICHAEL THOMAS

It is no secret that the pharmaceutical industry is facing 
significant challenges. Pipelines are underperforming and the 
marketplace is getting tougher. Pricing pressures are increasing 
globally; even the safe haven of the US has become a 
challenging market. The overall result is that, even as healthcare 
budgets are rising, drug sales in most developed markets are 
forecast to be flat. The existing model does not seem to be 
working. Unsurprisingly, shareholder returns are disappointing.

The industry response to this emerging crisis has 
been consolidation. However, the waves of mergers risk 
concentrating the problem and distracting companies from 
addressing the more fundamental strategic challenges to the 
business. Diversification now looks increasingly attractive, and 
companies are seeking to de-risk their business and capture 
growth in emerging markets. Big Pharma is acquiring access to 
generics, seeking to leverage mature products which in other 
times might have been disposed of, and shifting their focus 
towards consumer health products and the developing world.

However, will this strategy of diversification be any more 
effective at driving growth? 

Drivers of diversification
We believe that the problems of the industry stem from 
fundamental changes in the global healthcare landscape, and 
that these forces are pushing the industry to a tipping point 
where a fundamentally new model is required. 

The first force is the growing importance of the payer. While 
the clinician still makes the ultimate prescribing decision, 
they are increasingly constrained by payers and regulators. 
Prescribing is no longer price-insensitive and payers can and 
do drive volume in line with the value they perceive that the 
therapy delivers compared to its cost.

However, payers perceive value quite differently from the 
way pharmaceutical companies traditionally demonstrate it, 
and even the way that regulators measure it. For example, 
the issue with most chronic diseases is not that therapies 
are ineffective, but that only half the patients on average 
take medicines as prescribed. Also, drugs are rarely the only 
intervention used to treat a disease. For example in 2002, the 
overall cost to treat schizophrenia in the US was about $63bn, 
of which only $5bn was for pharmaceuticals. 

As a result, payers are more interested in the effectiveness 
of the treatment pathway than the theoretical clinical 
effectiveness of a particular drug in a clinical trial. The cost 
of adverse events such as unplanned admissions and 
exacerbations far outweigh the cost of any drug, and cash 
strapped payers wish to know that treatments reduce overall 
system costs in the real world.

As healthcare systems around the world seek to control 

costs, further restrictions on access and uptake of expensive 
medicines are inevitable, and the need to demonstrate value 
will grow. This raises the question as to whether pharma 
companies should diversify into services and become 
healthcare companies. The logistical problems of making such 
a shift are substantial, not least the need to address multiple co-
morbities using a range of therapies while avoiding incentives 
to prescribe. Nevertheless, whether through diversification or 
partnering, pharma companies will increasingly need to ensure 
that the service ‘wrappers’ that help deliver value in the real 
world are in place. 

This need to deliver broader propositions is being 
exacerbated by another two forces – the shape of the portfolio 
and the shift in global healthcare spending.

Traditionally the industry has been dominated by on-patent 
molecules in the US market. However, maturing portfolios are 
increasing the reliance on off-patent products, and the US 
healthcare system is becoming ever more hostile as the forces 
of reform gather pace. While still important, finding niches 
for high cost medicines in the US is no longer the engine of 
growth it once was.

Healthcare demand is shifting rapidly toward the developing 
world. It is estimated that by 2020, there will be 742 million 
people in China’s middle class (those earning more than 
$10,000 annually) and 124 million in India’s, and they will 
increasingly have Western-style healthcare needs and 
expectations. As state funding on health tends to lag growth 
in healthcare demand, self-pay will be a significant feature 
in these markets, though at a far lower price point than in 
established markets. As growth prospects in established 
markets decline, developing markets are becoming too 
attractive to ignore. Volume at a lower cost is becoming an 
increasingly attractive option. 

The industry’s immediate response has been to rediscover 
the strength of its mature products in emerging markets, 
and take tentative steps to explore the market for generics 
though deals or acquisitions. Companies such as GSK, Novartis 
and sanofi-aventis are also expanding their consumer health 
businesses at the same time as FMCG companies such as 
Danone and Nestle are converging on the same space from the 
direction of food technologies.

Taken together, these trends are changing the requirements 
on marketing and supply chains. Brands and distribution 
are becoming more important, and the lower margins and 
variability in demand are forcing supply chains to become 
both lower cost and more flexible. In short, the new pharma 
model is looking increasingly similar to a consumer products 
company. 

However, the transition from being a clinical niche focused, 
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on-patent, high priced, US centric pharma company, to a 
global, high volume, low cost, consumer focused player poses 
some critical challenges to today’s organisational model, and 
the question remains, can the industry deliver? 

Will diversification work? 
We recently hosted a conference that brought together 
representatives of the industry, payers and investors to 
debate the implications of these trends. What became clear 
is that investors, in particular, have high expectations that 
the pharmaceutical industry will deliver on multiple fronts. 
The industry needs to remain committed to successfully 
developing and commercialising innovative pharmaceuticals 
for developed markets, while driving accelerated and profitable 
growth in emerging markets. 

Companies are responding, but perhaps not fast enough. 
Excluding major corporate consolidations, the Top 10 
pharmaceutical companies made investments worth over a 
trillion dollars over the last five years. Whether the balance is 
correct is another matter. Over two thirds of these investments 
went into existing developed economy pharmaceutical 
technologies. One third of investments went towards 
‘diversification’ activities, of which 41 percent went into 
generics and 13 percent into consumer health. Only 17 percent 
of all investments went to emerging market assets which 
all commentators agree will account for the majority of the 
value of the growth in the market. Given this, it appears that 
while many companies are talking a lot about diversification, 
the speed of travel is still slow and many are captive to past 
strategies.

Of course another question is whether companies are 
diversifying into the right areas. While the mass market for 
generics in China and India will undoubtedly be huge, the 
margins are likely to be extremely thin. For example, there 
are forecast to be around 78 million diabetics in India by 
2020 – about the same as the entire diabetic population of 
established markets today. If the cost of treatment could be 
dropped by a factor of 10, from $30 a day today to $3, the total 
cost would still be $80bn a year – about the same as India’s 

entire health budget. Costs will have to be far lower to access 
this market. Establishing trusted generic and OTC brands 
to address the wealthier ‘mid market’ segments, with tight 
control of the retail channel might be a smarter bet for western 
pharma companies. 

Buying into emerging market research capabilities is also 
probably a smart move, especially if that research is focused on 
achieving breakthrough solutions to meet local needs, rather 
than just being a source of low cost researchers and naïve 
patients. Similarly, adjacent technologies that can add value 
to therapies (for example delivery technologies or novel IT 
solutions to compliance) may also pay substantial dividends by 
adding value to on-patent, mature and generic medicines alike.

Making diversification work
However, for us the real issue is not just one of strategy but of 
execution. We believe that the traditional model of a globally 
integrated pharmaceutical company will struggle to deliver 
against these new diverse requirements. It will be too large, 
unwieldy and unfocused to connect with payers, providers 
and potential partners in the many markets it seeks to serve. 
The quality processes designed to meet the needs of the US 
may be too slow, inflexible and expensive to allow supply 
chains to be responsive and low cost. The most successful 
pharmaceutical companies of the future will need shift to 
from being R&D-driven to become market driven, and this will 
require a complete rewiring of their organisations. 

To be successful in the new world, pharma companies 
will need to become far more focused on customer value, 
must source innovation more broadly, and have far more 
efficient, flexible and low cost supply chains. Supporting these 
capabilities, pharma will need to develop far more flexible 
operating models, in line with the transformations seen in 
industries such as consumer goods and consumer electronics. 

All this may not be enough. In few industries has it been 
possible for the same companies to successfully deliver 
premium and low cost products. Perhaps the future model of 
pharma is more disaggregated and focused, allowing investors 
to make their own bets as to where future value is most likely 
to be generated. 

As the industry nears the tipping point, it needs to act. To 
quote Bill Gates “We will always overestimate the change that 
will occur in the next two years and underestimate the change 
that will occur in the next ten. Don’t let yourself be lulled into 
inaction.”

Jonathan Anscombe is a partner and leader of the European 

pharmaceutical and healthcare practice, and Michael Thomas is a 

principal, at A.T. Kearney.

Perhaps the future model of pharma is more 
disaggregated and focused, allowing investors to make 
their own bets as to where future value is most likely to 
be generated. 
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2009 saw a plethora of deals for pharmaceutical and life 
sciences companies. With many high-profile M&A transactions 
and biotech roll-ups, the art of the deal remains alive and 
thriving in the industry and is set to continue and increase, 
given the political, economic, technological and regulatory 
demands and requirements. Yet many transactions taking place 
in the industry are neither M&A, nor IP/technology licensing 
transactions. This article describes why and how outsourcing 
transactions can be used to generate strategic and economic 
value across the value chain to drive business transformation 
and provides high-profile examples of outsourcing deal flow, 
the key trends for outsourcing deal flow in 2010, the link 
between M&A and outsourcing and how industry participants 
can build the organisational competencies for outsourcing 
success.

The pharmaceutical and life sciences industry has survived 
the economic crisis of the last two years well relative to many 
manufacturing industries but significant challenges remain 
in 2010. Growing the top line, filling the pipeline, adapting 
to changing customer dynamics, achieving regulatory 
compliance, delivering financial performance, responding to 
pricing pressures, improving operational excellence, managing 
commercial innovation, managing the business portfolio and 
re-evaluating core competences are the key challenges faced 
by many firms.

While firms are responding to these challenges in different 
ways, one type of transaction is increasingly adopted as 
a strategic response to drive business transformation and 
change. Outsourcing transactions do not typically attract CEO 
attention, nor the same scale of financing attention as M&A 
transactions. But the ability of pharmaceutical and life sciences 
companies and their partners to devise and execute sustainable 
outsourcing transactions is increasingly a major factor for 
business transformation across the industry and represents a 
new and attractive source of deal flow.

Well designed and executed outsourcing transactions drive 
business transformation and change in many ways. Outsourced 
research and development can improve lifecycle management, 
new product development and innovation, and reduce time 
to market. The increased ‘externalisation’ and use of ‘open 
innovation’ with third parties may increase R&D productivity 
and increase the focus of scarce in-house resources. Outsourced 
manufacturing can drive new economies of scale and/or scope, 
increased process efficiency, automation, standardisation, and 
often leverages the use of low-cost countries. Outsourced 
marketing and sales processes and services can drive new 

revenues in established and emerging markets, ideally as part 
of a ‘closed loop’ strategy. Marketing, sales and commercial 
management effectiveness can be improved through 
outsourcing operational support.

Financial performance can be improved by reducing 
costs through outsourcing and making fixed costs variable. 
Compliance management can be improved through 
outsourcing. Access to new skills and competencies can be 
improved allowing the firm to shift just from creating IP to 
monetising and managing it. Many business-support functions 
such as information technology, human resources, finance and 
accounting, facilities, procurement and legal can be outsourced, 
driving higher enterprise value with lower expenses.

Although contract research organisations (CROs) and contract 
manufacturing organisations (CMOs) have provided services for 
many years, R&D and Manufacturing outsourcing deals are now 
becoming broader in scope, more transformative and strategic 
in nature and more commercially mature in structure – for 
example, AstraZeneca’s deal with Jubilant, a five-year pre-clinical 
neuroscience deal, worth up to $220m, protected and retained 
IP ownership from AstraZeneca’s perspective yet provided 
significant diversification benefits for Jubilant. A majority of 
deal value (90 percent) was reported to be milestone-based, 
providing a low-fixed cost, high potential return option in what 
was seen as a commercially innovative hi-tech deal. Merck’s 
long-term deal with PPD for clinical laboratory services resulted 
in nearly 80 full-time equivalent (FTE) employees and physical 
assets being transferred to PPD. Although this is a small deal by 
the historical standards of outsourcing in other industries, the 
appetite for outsourcing assets and services is increasing rapidly. 
The scope of this deal was broad, covering multiple aspects 
of vaccine clinical trials and provided PPD with significant 
economies of scale and scope. A larger deal and one of the 
industry’s largest transformational deals so far was Eli Lilly’s 10-
year $1.6bn deal with Covance with 260 R&D FTEs and physical 
assets transferred in multiple locations. This more than doubled 
the deal and relationship value between the two firms to date.

Achieving business transformation using outsourcing is 
becoming a widely-adopted strategy in many regions and 
globally. For example in Europe, Novartis entered into a 
long-term biologics deal with Lonza, covering both R&D and 
manufacturing. This deal was transformational in the sense that 
it was a bundled deal combining a broad scope of operations 
and services across two ‘silos’ (R&D and manufacturing), 
provided access for Novartis to new technology and processes 
and offered manufacturing flexibility (including an in-house 

g Uncovering a new source of deal flow in pharmaceutical 
and life sciences: outsourcing transactions that drive business 
transformation

BY CHRIS NUTTALL
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option).
In the commercial stage of the value chain, the adoption of 

outsourcing to achieve marketing and sales transformation is 
increasing. Pfizer’s deal with NovaMed in China to distribute 
and promote six oncology products combined direct sales 
with a network of partners and allowed a rapid entry with a 
low-cost base (the initial team was just 55 people) while at the 
same time sharing costs with other firms. A larger deal between 
Merck and InVentiv Health resulted in a strategic partnership 
covering a new US contract sales force for primary care. This 
was implemented following a field force downsizing and 
allowed contract sales teams to complement in-house sales 
teams thereby providing a flexible approach in line with market 
demand. Many firms are now pursuing similar outsourced 
marketing and sales strategies and deals.

A popular strategy is to focus on using a small number of 
strategic partners. A good example is the relationship between 
Bristol-Myers Squibb and Accenture which recently resulted in 
a $550m, 10-year extension to a deal that was initiated in 2004. 
The scope of this deal was broad, covering a range of IT and 
finance services with a variable cost structure. Johnson and 
Johnson’s 10-year deal with Convergys for $1bn was a landmark 
in the sector for its size and complexity with the scope covering 
multiple HR processes and many locations. Such global and 
transformative deals allow the buy-side organisation to be 
more strategically focused (by outsourcing service delivery 
to a specialist provider), with the provider gaining benefit by 
streamlining operations through the use of automation, off-
shoring and standardisation. However, project implementation 
can be complex, resulting in significant costs and risks for both 
the buyer and the provider. Many support processes are suitable 
for outsourcing – Amgen completed recently a five-year $500m 
deal with Jones Lang LaSalle Americas for a broad scope of 
facilities management services and projects.

Overall, the market for outsourcing deals in the industry is 
around $60bn a year in 2009, growing at around 10 percent 
CAGR. There are several key trends driving this growth. First, 
due to the business pressures of maintaining profitable growth, 
many organisations are reassessing their core competencies and 
focusing on a narrower set of business activities, outsourcing 
non-core processes and functions to specialist providers. 
Second, providers are investing to create new customer-
facing services and sources of innovation. Third, the growth of 
emerging markets continues to drive global growth. Although 
the growth rate of CROs has slowed overall, growth rates in 
Asia exceed 15 percent CAGR. Historically, growth in clinical 
development outsourcing has exceeded growth in pre-clinical 
outsourcing and this trend will continue. Finally, on the supply 
side, M&A deal flow is expected to increase, as both the buyers 
of outsourced services continue to consolidate and as providers, 
such as CROs and CMOs, consolidate. The opportunity for more 
deals on the provider side in particular remains strong as the 
market is highly fragmented.

M&A and outsourcing are linked in several ways. A key 
requirement of successful M&A is to achieve post-deal synergies 

as quickly as possible. Outsourcing provides potentially a way 
to do this both through gaining increased economies of scale 
and scope or by bringing in new skills and resources to help 
achieve greater benefits faster. If the acquired organisation 
does not outsource its non-core functions and processes, 
there is an opportunity to drive appropriate outsourcing 
decisions as part of the acquisition process. Even greater value 
can be added where the acquirer and the acquired can gain 
economies of scale through a combined outsourcing deal 
covering both organisations. There are many operational, 
financial and contractual considerations: for example, if the 
acquired firm has an outsourcing agreement already in place, 
a change of control clause may be triggered as a result of the 
M&A so comprehensive and upfront due diligence is required to 
determine the appropriate disposition.

Firms that grow successfully through acquisition often 
have developed a core competency around transaction 
management: identifying transaction opportunities, completing 
appropriate due diligence, negotiating the transaction, 
implementing the deal and managing the operations. These 
competencies are similar to those required for effective 
outsourcing management and several organisations have driven 
strategic outsourcing deals from their corporate development 
and/or strategic transactions departments. However, one 
competency that is often overlooked by firms undertaking 
outsourcing transactions is the need for a high-performance 
governance organisation to ensure that sustainable benefits are 
realised from the portfolio of outsourcing deals. Furthermore, 
many private equity firms have taken ownership positions in 
outsourcing service providers and there remains a significant 
M&A opportunity as service providers seek to consolidate and 
the outsourcing market continues to grow and mature.

In summary, outsourcing transactions that drive business 
transformation in the pharmaceutical and life sciences industry 
represent a significant and attractive new source of deal flow. 
The outsourcing market is growing fast and the scope of deals 
is expanding, as more organisations challenge legacy and out-
of-date thinking on the nature of their core competencies and 
optimise the mix of outsourced and in-house processes and 
services. There is significant opportunity and appetite in both 
established and emerging markets for more outsourcing and a 
global market is evolving. For buyers striking new outsourcing 
deals or re-negotiating existing deals, new investment and 
projects can be financed to optimise cash flow throughout 
the duration of the outsourcing deal and maximise returns. For 
supply side consolidation of outsourcing service providers, new 
financing for M&A transactions may be required. Outsourcing 
success is achieved by outsourcing the right processes and 
services, making sure the deals are executed well, managing 
performance proactively and investing in strong outsourcing 
governance.

Chris Nuttall is a member of the Management Group at PA Consulting 

Group.
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g Incorporating the impact of healthcare reform in 
pharmaceutical valuations

BY AARON VANDERVELDE

The US Congress is on the verge of passing historic healthcare 
reform legislation and there is no question that it will have 
a significant impact on the pharmaceutical industry as a 
whole. However, on a product by product basis, the impact 
of healthcare reform will vary greatly. Therefore, in order to 
develop an accurate valuation of a pharmaceutical or biologic 
product under a healthcare reform scenario, an understanding 
is needed of both the mechanisms by which healthcare reform 
impacts profitability and how those mechanisms interact with 
the specific characteristics of the product.

The draft legislation being considered by Congress 
has the potential to impact pharmaceutical companies’ 
profitability in three significant ways: redistributing the payer 
mix, increasing or decreasing utilisation of a product; and 
impacting pharmaceutical pricing, reimbursement and rebates. 
It is important to note that individual drugs will be affected 
differently, and not all drugs will necessarily see a change in 
each of the three areas. Furthermore, healthcare reform may 
increase profitability in one area but decrease profitability in 
another area. This article will discuss each of the three areas 
of impact in greater detail and highlight the implications for 
developing an accurate valuation.

Payer mix
Payer mix represents the percentage of prescriptions that are 
reimbursed by various payer types, such as commercial health 
insurance plans (e.g., Blue Cross Blue Shield plans, managed 
care plans, etc.), government funded health plans or cash 
paying individuals. Changes in payer mix can significantly 
impact product profitability because drug utilisation, pricing 
and rebates vary by payer type. For example, the uninsured 
traditionally consume much fewer healthcare services than the 
insured. Therefore, if a large number of previously uninsured 
individuals receive healthcare coverage (obviously a main goal 
of the current healthcare reform plans), one would expect an 
increase in overall pharmaceutical utilisation which could mean 
more revenue and profits for manufacturers. On the other 
hand, manufacturers are required to pay significant rebates 
when Medicaid reimburses for drugs (which could be even 
higher under the proposed legislation). Therefore, if people that 
historically were cash payers become covered by Medicaid, 
there would be a negative impact on profitability for the same 
utilisation level. According to MedPAC, government plans 
pay on average 20 percentage points less than cash payers 
for drugs, including the impact of statutory rebates paid by 
manufacturers.

Draft healthcare legislation in the House and Senate would 
impact the payer mix in at least two important ways. First, 
both bills seek to significantly reduce or eliminate the number 

of uninsured Americans either through the creation of an 
insurance exchange or a public health plan option. The net 
effect of either of these solutions would be a shift in the payer 
mix away from the uninsured and commercial payers to either 
a governmental payer or a co-op (a quasi-governmental payer). 
Second, both bills would expand Medicaid eligibility to include 
a larger number of individuals. This too would shift the mix 
away from uninsured and commercial payers and increase the 
percentage of Americans covered by a government payer.

A change in payer mix will have a direct impact on the 
valuation of a pharmaceutical or biologic product due to the 
differing rates of utilisation and levels of net realised revenue 
across payer types. Furthermore, changes in the payer mix 
may also magnify the direct impact of healthcare reform on 
utilisation and changes in net realised revenue. For these 
reasons, it is imperative that any valuation start with a concrete 
understanding of how the payer mix will change for a specific 
product due to healthcare reform.

Utilisation
Utilisation, as we use the term in this article, represents the 
quantity of pharmaceuticals consumed in the US. Along with 
rebates paid by a manufacturer, utilisation has a direct impact 
on a manufacturer’s net revenue for a drug and is therefore 
of particular interest in any discussion of healthcare reform. In 
terms of utilisation, healthcare reform has the potential to be 
both beneficial and detrimental to the pharmaceutical industry.

As noted in the previous section, healthcare reform may 
impact utilisation simply by reducing or eliminating the 
number of uninsured Americans. Upon obtaining healthcare 
coverage, previously uninsured individuals will consume 
more healthcare services, including pharmaceuticals or 
biologics. In addition to the change in payer mix, there are 
other aspects in the draft legislation that would impact overall 
drug utilisation. Almost all proposals seek to reduce overall 
healthcare costs, and chronic care management (including a 
drug therapy regimen) is a common way of achieving some 
savings. Therefore, drugs that treat chronic diseases such as 
diabetes, high blood pressure and psychological disorders may 
benefit significantly from healthcare reform through increased 
utilisation. However, many of these same proposals also focus 
on cost savings related to generic products. By encouraging 
or even requiring generic drug use and step therapy 
programs, these proposals could lower the utilisation of brand 
pharmaceuticals and stimulate more competition from generic 
drugs. 

The impact of healthcare reform on utilisation will vary 
significantly on a product by product basis. Therefore, any 
valuation of a pharmaceutical or biologic must account for 
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specific characteristics of the product and drug class. For 
example, the competitive landscape, uniqueness in the safety 
or efficacy profile, type of disease treated and prevalence of 
use within the Medicare and Medicaid population should all 
be evaluated in order to determine how healthcare reform will 
impact utilisation. Changes in utilisation will also differ across 
payer types with government payers likely experiencing greater 
changes while commercial payers experience fewer changes. 

Pricing, reimbursement and rebates
One of the least discussed but potentially most contentious 
aspects of healthcare reform is the impact on pharmaceutical 
reimbursement, pricing and rebates, which would impact 
manufacturer net realised revenue and profits significantly. As 
we use the terms in this article, reimbursement, pricing and 
rebates are defined as follows: (i) Reimbursement: the amount 
paid to the pharmacy or other provider that is administering 
or dispensing a drug; (ii) Pricing: the amount charged 
by a manufacturer to the purchasers of its products, e.g., 
wholesalers, retail pharmacies, hospitals and other providers; 
and (iii) Rebates: statutory or contractually agreed upon 
payments from manufacturer to those who pay for the drugs 
when they are dispensed (i.e., the health plans that provide 
coverage to the patient, such as Medicaid, Medicare Part D 
payers, PBMs and commercial insurers).

Under proposed healthcare reform, reimbursement for 
pharmaceuticals may be lowered in several ways. First, 
proposed cuts in Medicare Part B reimbursements could lower 
reimbursement for a large number of physician administered 
drugs. Second, a plan to introduce competitive bidding in 
Part C plans could lower reimbursement rates for all Part B 
services including physician administered drugs. Third, any 
changes in Part D reimbursement could impact drugs that 
are distributed at retail pharmacies. Changing reimbursement 
rates by government programs would immediately impact 
profit realised by pharmacies, physicians and other providers, 
but not drug manufacturers. However, lower reimbursement 
rates may place downward pressure on the manufacturer sales 
prices. If public payers establish lower reimbursement rates, a 
manufacturer may be forced to lower the selling price in order 

to ensure that providers stock and dispense their product. 
A reduction in sales prices would cause a corresponding 
decrease in manufacturer net revenues and profits.

Healthcare reform also has the potential to increase the 
amount of rebates paid by pharmaceutical manufacturers 
to Medicaid – both on a per unit basis through changes to 
the rebate formula and overall based on increased utilisation 
caused by added enrollees – which would have a direct 
impact on the net revenue realised on the units sold through 
the Medicaid program. It is also possible that a public health 
plan option or a co-op could be established with a drug 
rebate requirement similar to that of Medicaid, thus lowering 
manufacturer net revenue on an even greater share of units. 

There are several other aspects of the draft legislation that 
may also impact the pricing, reimbursement and rebates of 
certain drugs under specific government plans. In order to 
develop a robust valuation of a pharmaceutical or biologic 
product, the impact of healthcare reform on all types of 
governmental programs must be considered. Furthermore, 
secondary effects of changes in government programs on 
reimbursement and rebates for commercial plans should 
also be explored. For example, increases in Medicaid rebates 
could trigger increased rebates paid to commercial plans if 
contractual rebate amounts are linked to the Medicaid rebate 
amount.

Conclusion
Healthcare reform is a complex issue that has the potential to 
affect revenues by changing a drug’s payer mix, utilisation, and 
pricing, reimbursement and rebates. Changes in any one those 
components may magnify changes in the other components 
and the magnitude of the impact will differ on a product 
by product basis. In order to develop an accurate valuation 
of a pharmaceutical or biologic product under a healthcare 
reform scenario, the collective impact of changes in payer mix, 
utilisation, and pricing, reimbursement and rebates should be 
thoroughly understood and considered for incorporation into 
the valuation.

Aaron Vandervelde is a managing consultant in LECG.

g Lean for the knowledge worker in pharmaceuticals

BY LINUS LARSSON

Throughout the last 18 months, global economies have 
experienced a downturn never seen before. If the worst is now 
behind us, can we expect a gradual return to business as usual? 
In all probability, we will have to wait until after 2011 to return 
to pre-crisis performance levels. But growth rates may also 
remain subdued for longer.

Many pharmaceutical companies are now facing substantial 
patent expiries on major brands, an increasing pressure on 

pricing and a challenging shortage of new products in their 
pipelines. This, combined with the fact that most governments’ 
finances are too stretched to sustain expansionary policies 
for healthcare, forces many pharmaceutical companies into 
reducing costs by cutting staff, restructuring their organisations 
and outsourcing non-core activities (especially in the mature 
European and US markets). In many cases, this is now the 
second or third round of restructuring measures, such as 
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downsizing the sales force, de-layering management levels and 
reorganising business unit lines.

Effective access, development and exchange of information 
are the most critical factors affecting the result of the 
Knowledge Worker efforts. This applies to such diverse realms 
as new drug development, software design, consolidating 
financial information, sales and campaign administration, etc. 
The business of Knowledge Workers in many cases is to solve 
problems, prepare decision material and turn knowledge into 
products and services. Information is their currency, the main 
component of their work. Processes and organisations are all 
abstractions meant to coordinate and measure their use of 
information.

We frequently find that inefficient and bureaucratic working 
practices have been built up over many years. Often, you have 
to stop doing things, or at least stop doing things the way 
they’ve always been done, and find a leaner way to work. Lean 
is a much abused word, too often used as a euphemism for 
a straightforward cost-cutting program, and there has been 
some bad press when it has been poorly applied in business. 
Many pharmaceutical companies have ‘Corporate Lean’ groups 
comprising of ex-manufacturing staff who believes that if the 
101 different lean techniques used in production are applied 
religiously in any office environment or Knowledge Worker 
process, it will dramatically improve business efficiency. 
This approach is confusing for the business managers 
and Knowledge Workers if all you do is keep cutting away 
headcount, using Lean factory tools and not improve current 
ways of working.

‘Lean for the Knowledge Worker’ processes have some 
fundamental differences from ‘Classic Factory Lean’. Most of the 
lean body of knowledge is directly applicable to the modern 
Knowledge Worker or white-collar workplace. Some of it 
requires translation and redefinition, and other aspects require 
an entirely new point of reference. The person we call the 
Knowledge Worker is a heavy computer user and a vast creator 
and consumer of information. The current state of Office Lean 
work takes the factory analogue too literally. There is a strong 
emphasis on Factory Lean tools, such as 5S for example, on a 
tidy workplace. Although there is nothing wrong with that, it 
doesn’t go nearly far enough. There’s nothing wrong with red-
tagging old reference materials, and unused office equipment. 
There’s nothing wrong with standardising workstations and 
adding visual performance feedback, such as progress charts or 
guiding office principles. But these steps are not as important 
today as the Knowledge Worker’s arena is a highly information-
intense process. A tidy workflow is more relevant than a tidy 
storage room. One of the principles of 5S is that, once an area is 
clean and organised, it becomes easier to spot exceptions and 
we can understand and attack the root cause of the exception. 
This is great for solving the problem of toner spills around the 
centrally-located copier but not so great to understand that the 
reason we have so much rework in our research department is 
because some of the Knowledge Workers are still cutting and 
pasting from an obsolete data source.

Modern-day offices rely less and less on paper-based work 

systems and more on electronic ones. Until the electronic age 
office, work-to-be-done was contained within documents or 
packages of documents. Today most of the work-to-be done 
flows through our information systems byte by byte – this 
means that the traditional types of waste you find in the factory 
or in the old office aren’t the type of waste you must identify. 
The modern wasteland for the Knowledge Worker consists of: 
the waste of email, the waste of excess complexity and process, 
the waste of reporting, the waste of multitasking, the waste 
of time, the waste of high utilisation and the waste of parallel 
project management.

In many organisations, high utilisation is the very definition 
of productivity and success. Surely, productivity is a function 
of time worked (hours) times rate of work (efficiency). If there 
is a corollary to the waste of time by direct idleness and 
unproductive behaviour, it is the waste of time by attempting 
too much productive behaviour. Many managers don’t see 
the need to study the time component of this productivity 
equation. Their belief is often that hours are hours, the more 
you work the more you get. Managers need to pay attention 
to both the waste of inactivity and the waste of excessive 
utilisation. In a system, such as a group of knowledge workers, 
some delays and inefficiencies are likely to creep in to product 
design or development work when utilisation levels reach 
about 70 percent and a very high degree of delay when 
utilisation is above 90 percent. When Knowledge Worker 
teams are operating at very high capacity, then every variation 
becomes a delay or an impact to another project or task since 
there is no buffer.

To improve the way of working as a Knowledge Worker, 
it’s important to start identifying waste in the often highly 
information-intense processes. Those processes are not always 
set out to effectively handle, develop, enhance and process 
information in a way that makes it easy to get the job done. 
Some of these processes are the internal, non-customer 
facing processes that keep the core processes functioning, 
i.e., developing internal budgets, performance reviews, 
expense account processing, accounting, sales support, sales 
campaign planning, materials planning, back office customer 
order handling and many more. Often waste comes from a 
disconnection between the customer-facing processes and 
the risk and control-motivated support processes. Knowledge 
Workers need also to collaborate effectively with far-flung 
colleagues, vendors, and telecommuters when operating tasks 
in these processes. The cultural or organisational factors that 
inhibit or dilute their contribution is arguably another source of 
waste.

The Knowledge Worker is often also involved in work 
that is conducted and delivered through a project, i.e., the 
design project, the development project, the improvement 
project, the systems integration project and so on. Having 
project management activities parallel to, and not sufficiently 
integrated with, the actual work can drive unintended 
consequences more severe than their intended benefit. Status 
updates take time and effort. They happened infrequently, 
but they frequently lead to surprises and subsequent 
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reprioritisation of work. This is because of a mistaken 
underlying belief that individual projects are independent, 
whereas they are very highly dependent on shared resources, 
external vendors, requirements and change management, 
as well as on poorly understood progress reporting, all of 
which hangs on a project schedule that all parties know 
was, at best, an estimate. The individual project managers 
are loathe to create an excess of management attention by 
reporting progress or status below the level expected for the 
original project schedule or implicit in the due date. If we were 
inventing project management reporting today, given our 
electronic toolset, would it still look like this? It would probably 
be more collaborative and integrated into the workflow. 
Updating and notifications would be automatic, directly 
relevant to each user and probably pinging your mobile device 
if you select that option.

The impact of multitasking in the project-oriented high-
tech office is immense. And the startling thing is that most 
companies see it as anything from a core competency at 
best to a necessary evil for the Knowledge Worker at worst. 
How many job ads clearly state that one of the required skills 
is the ability to juggle many things at the same time? All this 
multitasking means that Knowledge Workers are accepting 

more projects than they can handle, multitasking is the way 
they are trying to cope. The end result of this is often variations, 
waste and delays.

Lean improvements are bottom-up, driven by the direct 
contributors. However, lean as a program, before it becomes 
part of the culture, must have active and visible executive 
sponsorship. Executive support and visible sponsorship is 
crucial in supporting culture change, as well as paving the way 
for the lean team to ask tough questions or gather data, etc. 
But the sponsor must also have enough grounding on how 
lean can be applied in the Knowledge Worker environment 
to effectively support efforts rather than undermine them. For 
example, success in eliminating waste and increasing process 
speed and quality will be dashed if the sponsor looks up from 
the lean team’s presentation and asks to what extent the 
headcount can now be reduced. The sponsor needs to clearly 
understand the difference between lean performance metrics 
and traditional cost metrics, and believe that the connection 
exists, even if he or she has never unleashed the potential of 
true Knowledge Worker productivity before.

Linus Larsson is a member of the Management Group at PA Consulting 

Group.
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