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n a former article published in this
journal (1) I had addressed the issue
of how the approach of the several EU
countries with respect to the so-called

“experimental use exemption” might or
would have been affected by the EU
Directive 2004/27/EC of
March 31, 2004 (2).

As a matter of fact, Art. 10.6 of this
Directive states that conducting the necessary
studies and trials …… and the consequential
practical requirements shall not be regarded
as contrary to patent rights or to
supplementary protection certificates for
medicinal products. Consequently, since
member States were supposed to bring into
force the laws, regulations and administrative
provisions necessary to comply with this
Directive not later than 30 October 2005
(3), this in principle would mean that, starting
from that date, clinical trials having the
purpose of placing in the EU market a generic
copy of a patented drug should be lawful in
the EU. 

The point is that the EU Directive is
completely silent about a number of aspects
which might be extremely relevant for the
pharmaceutical industry and, in particular, for
both genericists and API (4) manufacturers,
as for instance:
– whether the exemption applies to clinical

trials for generic applications only or
whether it covers all applications – as for
instance a new therapeutic indication for
a known product or a first application for
an innovative product falling within a
patented broad formula;

– whether the exemption is limited to
clinical trials for applications within the EU
or whether it also covers clinical trials for
applications outside the EU – in particular
applications to be filed with the FDA;

– whether it only covers the execution of
clinical trials or whether it also covers the
manufacture and/or importation of the
necessary API amounts.

In order to give an answer to the above

questions, it is thus important to understand
whether and how, after more than one year
from the “due date”, the Directive has been
enacted by the EU member states. Thus, after
having carried out some preliminary searches
on the Internet, I have then made some
specific investigations (5) among several
foreign colleagues working in the EU; the
result of this work is summarized here below
on a “country-by-country” basis (6). 

It should however be underlined that,
since in most of the EU countries the
Directive was implemented very recently, and
in some countries  it has not been
implemented yet, no pertinent and/or
updated case law is currently available;
consequently, the information reported herein
is based on a reasonable interpretation of the
implemented national laws made by
experienced local practitioners but there is no
guarantee that it  will in the future prove to
be correct under all circumstances.

Austria
The Directive has been enacted only very
recently in the Austrian Patent Act. According
to the new provisions, the exemption applies
to clinical trials for marketing applications (7)
and there is no specific indication that the
exemption shall only apply to clinical trials for
generic applications; furthermore, the Patent
Act does not refer to marketing applications in
a specific country and no difference is made
between applications within or outside the
EU; it is thus reasonable to assume that the
exemption shall not be limited to clinical trials
for marketing applications within the EU.
Finally, the exemption covers clinical trials and
studies as well as practical implications
arising therefrom; it is therefore also
reasonable that the exemption shall cover
both the manufacture and the importation of
the necessary API amounts. 

Belgium
The Belgian Pharmaceutical law was
amended on May 1, 2006; from the wording
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of the amended law it can be deduced that
the exemption provided by the EU Directive
in this country only applies to clinical trials for
generic application. As to the second issue,
namely whether the exemption is limited to
clinical trials for applications within the EU or
it also covers clinical trials for applications
outside the EU, the Belgian law does not
contain any specific provision; it is thus likely
that clinical trials shall not be considered an
act of infringement independently on where
the marketing will take place. Finally, based of
the text of the amended law, it can be
assumed that importing, manufacturing or
holding the only necessary API amounts for
clinical trials purposes shall not be considered
an act of infringement.

Czech Republic
The EU Directive has not been implemented
in this country yet;  on January 11, 2006 the
Czech State Institute has published a memo
stating that the Czech Republic is falling
behind with the implementation of the same.
At present, it is thus not possible to foresee
how and when such an implementation will
take place.

Denmark
The EU Directive has not been implemented
yet into the provisions of the Danish Patents
Act regarding infringement; consequently, it
remains to be seen whether the exemption
will cover clinical trials for generic application
only or whether it will also cover a new
therapeutic indication for a known product or
a first application for an innovative product
falling within a patented broad formula. The
same applies as regards clinical trials for
approval outside the EU and the
manufacture or importation of the necessary
API amounts.

Finland
In this country the exemption is considered
to cover all medicinal products, including
generic drugs as well as innovative drugs; the
target country of the marketing authorization
application for which the clinical trials are
conducted is not restricted to be within the
EU; the exemption is also interpreted to
cover the importation and/or  manufacture
of the API or raw materials needed for the
trials.

France
As of today, the EU Directive has not been
implemented in this country yet. There is
currently a proposal to complete Art. L613.5
of the French law with an exemption to
studies and trials necessary to obtain a
marketing authorization for a medicament in
any EU member state, as well as acts
necessary to perform such studies and trials.

Thus, if the French law were to be
modified accordingly, the situation would be
in principle as follows:
– because of the expression a marketing

authorization for a medicament, the

exemption should in theory apply to
clinical trials for all applications, not only
generics;

– since the proposal expressly mentions
…in any EU member state, the
exemption should not cover clinical trials
for applications outside the EU;

– on the other hand, since the proposal
also expressly mentions the acts
necessary to perform such studies and
trials, the exemption should also cover
the manufacture and/or importation of
the necessary API.

Germany
Since September 6, 2005, the limitation of
the effects of patents in § 11 PatG is
expanded by Subsection (2b) which reads as
follows: studies and trials and the
subsequent practical demands which have
to be met for the obtainment of a legal
authorization of a drug for marketing in the
EU or a legal approval of a drug in the
member states of the EU or in a third party
state.

In view of the above reported
amendment, the situation in Germany may
be summarized as follows:
– since the amended law generically refers

to the approval of a drug, there does not
seem to be a limitation of the exemption
to clinical trials for generic applications
only;

– since the law expressly mentions a legal
approval …… in a third party state, the
exemption is not only limited to clinical
trials which are necessary for the
obtainment of a drug approval in the EU;

– the amended law does not refer to the
manufacture and/or importation of the
necessary API amounts; however, since
this is objectively required for the
performance of studies and trials, it is
believed that the exemption should also
cover these acts.

This is by the way essentially in line with the
situation existing in this country before the EU
Directive was issued and which, due to the
famous decisions “Clinical trials I” (Federal
Supreme Court, 11.07.1995) and “Clinical
trials II” (Federal Supreme Court,
17.04.1997), was quite favourable to the
generic industry.

Greece
The EU Directive has been implemented in
the Greek national law by Ministerial Decision
n. 83657 with effect as of January 24, 2006.
Art. 11.6 of said decision provides that
conducting the studies and the trials
necessary for the application of paragraphs
1, 2, 3, 4 [which relate to obtaining a
marketing approval for a generic] and the
consequential practical requirements will not
be regarded as an infringement of a patent
or SPC.
In view of the above, it can thus be
concluded that:
– the exemption applies to clinical trials for

generic applications only;
– although not clearly specified, the

exemption appears to be limited to
clinical trials for applications within the
EU;

– the manufacture and/or importation of
the necessary API amounts should be
covered by the exemption.

Hungary
The EU Directive was implemented at the
time of Hungary’s accession to the EU, i.e. in
May 2004; the Patent Act, which already
contained “Bolar provisions” in line with the
Directive, was thus maintained as such. The
situation in this country is therefore
apparently favorable to the generic industry
since:
– the exemption applies to clinical trials for

all applications;
– it is not limited to clinical trials for

applications within the EU;
– it covers the manufacture and/or

importation of the necessary API
amounts.

Ireland
The experimental use exemption is
contained in Statutory Instrument n. 50 of
January 30, 2006, which implements certain
sections of the Directive. Based on such an
implementation, the Irish situation can be
summarized as follows:
– the exemption only applies to

experimental activities for generic drugs
and does not cover a new therapeutic
indication for a known product or a first
application for an innovative product;

– it is also limited to clinical trials for
applications within the EU;

– but it should cover the manufacture
and/or importation of the necessary API
amounts.

Italy
The EU Directive was implemented on
February 10, 2005 with the institution of the
new Italian IP Code (8).
According to Art. 68 of the Code the
exclusive right conferred by the patent shall
not extend to: (a)  acts done privately or
not involved in a commercial activity, or to
acts done for experimental purposes
although aimed at the obtainment of a MA,
even in foreign countries, including the
manufacture and use of the related API.
Consequently:
– since the article generically refers to the

obtainment of a MA, the exemption
should in principle apply to all
applications;

– since the it expressly mentions even in
foreign countries, the exemption also
covers clinical trials for applications
outside the EU;

– since it mentions including the
manufacture, it expressly includes the
manufacture and/or importation of the
necessary API amounts.
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Furthermore, attention should also be paid to
Art. 61 of the Code, which states that the
companies which intend to produce
pharmaceutical products outside the patent
protection are allowed to start the
registration procedure of the product
containing the active substance one year in
advance with respect to the term of the SPC
patent coverage of the active substance (this
however applies only to SPCs granted under
the provisions of the Italian law n. 349 of
October 19, 1991, and not to SPCs granted
under the provisions of the EU regulation
n. 1768 of June 18, 1992).

Latvia
A draft of the new Patent Law which is
waiting approval by the Parliament contains
the following provision in compliance with
Directive 2004/27/EC: exclusive rights
arising from the patent protection cannot be
applied in respect to: …… 3) testing of an
object of the patented invention as well as
research of patented or protected by the
supplementary protection certificate
medicinal products and herbal medicinal
products, executed to obtain a marketing
authorization (9). In principle, therefore:
– the exemption should cover not only

generic applications but all tests and trials
for marketing authorization purposes;

– the exemption should cover only clinical
trials for applications within the EU;

– the exemption should cover the
manufacture and/or importation of the
necessary products.

Slovenia
The Slovenian IP Act came into force on
December 7, 2001 whereas Slovenia joined
the EU on May 1, 2004; Art. 19 of the IP Act
(limitation of rights conferred by a patent),
states that: the rights conferred by a
patent……shall not extend to … acts done
for research and experimental purposes of
any kind relating to the subject-matter of the
patent irrespective of their final purpose…

The Slovenian patent office believed that
the existing IP Act was already harmonized
with the EU Directive, which was thus not
further implemented in this country; the
situation in Slovenia can thus be summarized
as follows:
– because of the expression of any kind

the exemption covers clinical trials for all
possible applications, not only generics;

– because of the expression irrespective of
their final purpose the exemption also
includes clinical trials for applications
outside the EU;

– the same applies to the manufacture
and/or importation of the necessary API
amounts.

Spain
The EU Directive was implemented in Spain
with the law 29/006 of July 28, 2006; the
preamble of this law explains that the
Directive has been incorporated in the

existing patent law with a clarifying purpose,
to convey the idea that this exemption was
implicitly already contained therein.
– Although the exemption as implemented

only refers to generic medicaments, the
general view among the patent
practitioners is that it should apply to all
applications;

– it is not limited to clinical trials for
applications within the EU;

– it also covers the manufacture and/or
importation of the necessary API
amounts.

Sweden
The EU Directive was implemented in the
Swedish law in spring 2006; the legislative
changes entered into force on May 1, 2006.
Based on such an implementation, the
Swedish scenario appears to be the
following:
– the exemption seems to apply to clinical

trials for generic applications as well as
for a new therapeutic indication of a
patented drug; however, it should not
cover clinical trials for an innovative
formulation containing a patented API;

– the exemption is limited to clinical trials
necessary for obtaining a marketing
approval according to the Swedish or EU
regulations;

– it should also cover the manufacture
and/or importation of the necessary API
amounts.

The Netherlands
EU Directive has not been implemented in
this country yet; a currently pending proposal
to amend the Dutch Patent Law (10) makes
however clear that the exemption is
introduced for studies, tests and experiments
to show that a generic drug is identical to an
already registered drug. Thus, if the Dutch
law were to be modified according to such a
proposal, the situation would be in principle
that:
– the exemption should apply to clinical

trials for generic applications only;
– it should probably also cover clinical trials

for applications outside the EU;
– it should cover the manufacture and/or

importation of the necessary API
amounts.

UK
The EU Directive was implemented by “The
Medicines Amendment Regulations” 2005
n. 2759, made on October 6, 2005 and
entered into force on October 30, 2005. The
“Medicines and Healthcare products
Regulatory Agency” has set out its view on
how this exemption should be interpreted;
based on such an interpretation, the UK
situation appears to be so defined:
– the exemption should apply to clinical

trials for generic applications only;
– the exemption should be limited to

clinical trials for applications within the
EU;

– the exemption should however cover the
manufacture and/or importation of the
necessary API amounts.

Such a restrictive approach somehow reflects
the situation already existing in the UK before
the issuance of the EU Directive, as
demonstrated by the well known decisions
Monsanto vs. Stauffer (Court of Appeal,
11.06.1985) and Auchincloss vs. Agricultural
& Veterinary Supplies (Court of
Appeal 1999).

CONCLUSIONS

It appears that the approach of the EU
countries with respect to the experimental
use exemption is still far from being
harmonized. Furthermore, the complete
absence of any type of pertinent case law
makes it very difficult to provide, at least at
the present stage, any sort of guidance on
how to move on such a dangerous
battlefield.

Nevertheless, it appears that certain
national governments have already made
their choice, taking a position which is more
favourable to the generic industry and to that
of API manufacturers. I am referring to
Austria, Finland, Germany, Hungary, Italy,
Slovenia and probably Spain. Other countries
have on the contrary taken a more
conservative position, as for instance Greece,
Ireland and the UK.

It will be however necessary to wait for
the first decisions issued by a national court,
if not by the ECJ itself, for a better
understanding of the case.
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