
EU Legal and 
Regulatory Update
UK and European content is compiled and written by Bird & Bird LLP, an international law fi rm 
which advises Life Sciences clients on: 

licensing intellectual property and know-how
R&D agreements and other commercial contracts
clinical trials
regulatory issues
risk management
private equity, venture capital, joint ventures, strategic alliances,  mergers & acquisitions and stock 
exchange listings
patent & trade mark litigation
data protection
EU & competition law
product liability

Bird & Bird has offi ces in Beijing, Bratislava, Brussels, Budapest, Düsseldorf, Frankfurt, The Hague, 
Helsinki, Hong Kong, London, Lyon, Madrid, Milan, Munich, Paris, Prague, Rome, Shanghai, Singapore, 
Stockholm and Warsaw and close ties with fi rms in other key centres in Europe, Asia and the United 
States.

This section is intended to be a synopsis of recent legal developments and is not intended to be exhaustive. 
If any issue referred to in this section is to be relied on, specifi c advice should be sought. Please contact:

Gerry Kamstra
Bird & Bird LLP
15 Fetter Lane
London EC4A 1JP
Tel: +44 (0)20 7415 6000
Fax: +44 (0)20 7415 6111
E-mail: Gerry.Kamstra@twobirds.com
Website: www.twobirds.com

•
•
•
•
•
•

•
•
•
•



© 2011 Macmillan Publishers Ltd. 1462-8732 Journal of  Commercial  Biotechnology Vol. 17, 1, 109–120

www.palgrave-journals.com/jcb/

 EU AND GERMANY: DENIAL 
OF ABSOLUTE PRODUCT 
PROTECTION FOR DNA 
PATENTS (CJ DECISION IN 
MONSANTO V. CEFETRA, 
C-428 / 08)  –  A GERMAN 
PERSPECTIVE   
 The Court of Justice of the European 
Communities just recently denied absolute 
product protection of patent claims directed 
to DNA sequences in the case  Monsanto  v . 
Cefetra and others , C-428 / 08. 

 In its judgement of 6 July 2010, the Court 
of Justice held that Art. 9 of the 
Biotechnology Directive would exclude 
national legislature from granting absolute 
product protection to patented DNA 
sequences. This would equally apply to DNA 
patents issued before the Directive ’ s adoption. 
It would not suffi ce that the DNA would 
perhaps be able to perform its function after 
having been extracted from the material in 
which it does not do so. Article 9 would 
rather imply that the function must be 
performed at the present time and in the 
actual material in which the DNA sequence 
is found. 

 The judgement is based on a referral of the 
Court of The Hague. The parties, however, 
settled patent litigation shortly before the 
Court of Justice rendered its decision. It is 
considered to be the fi rst actual test of the 
Biotechnology Directive 98 / 44 / EC of 1998. 

 Article 9 of the Directive requires that 
protection conferred by a patent on a product 
containing or consisting of genetic 
information extends to all material in which 
the product is incorporated and in which the 
genetic information is contained and performs 
its function. 

 Monsanto had found traces of the 
patented DNA in soy meal imported into 
The Netherlands. The soy meal was obtained 

from genetically modifi ed soy plants in 
Argentina. These made use of the DNA by 
producing enzymes providing resistance to 
certain herbicides. Monsanto, which did not 
have any equivalent patent protection in 
Argentina, claimed infringement of the 
Dutch part of its European Patent in The 
Netherlands due to the presence of DNA 
in the soy meal. 

 Monsanto asserted the patented DNA to 
be subject to absolute product protection. It 
argued that Article 9 of the Biotechnology 
Directive was only aimed at extending the 
protection to material other than the DNA, 
if that material incorporated the DNA. It 
would not cover the use of the DNA as such. 
This was actually confi rmed by the General 
Advocate Mengozzi in his Opinion of 
9 March 2010 (marginal no. 27). He, 
however, generally considered the Directive 
to merely provide for purpose-related patent 
protection as opposed to absolute product 
protection for DNA sequences. 

 Article 9 expressly excludes the human 
body at various stages of its formation and 
development from the extension of patent 
protection to the material in which the DNA 
is contained by referring to Article 5 para. 1 
of the Biotechnology Directive. In light of 
this reference, Article 9 indeed appears to be 
aimed at ensuring additional protection of the 
material in which the genetic information is 
contained, rather than limiting the scope of 
protection. This provision takes into account 
that further products could be generated by 
merely reproducing or multiplying the (live) 
material. Only the extension of patent 
protection to parts of the human body was 
excluded owing to ethical considerations. 

 In Germany, as in other European 
countries, product claims generally provide 
absolute product protection. A patentee can 
prohibit each and every use of the product as 
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patent infringement, irrespective of whether 
he actually knew of the specifi c use when 
applying for the patent. Even the express 
indication of a purpose, effect or function 
within the claim language is generally not 
considered to limit the scope of protection 
(Federal Supreme Court, IIC 1992, 
111  –   Fixing Device II ). 

 The Court of Justice, in contrast, stipulates 
a purpose-related protection for DNA 
sequences regardless of whether the function 
of the DNA is mentioned in the claims or 
merely somewhere in the patent description. 
For this the Court,  inter alia , referred to 
Recital 23 of the Biotechnology Directive, 
according to which a mere DNA sequence 
without indication of function is not 
patentable. The Madrid Provincial Court 
of Appeal has incidentally decided similarly 
(IIC 2009, 971 et seq.). 

 From a German perspective, relying on 
questions of patentability is rather dubious in 
infringement proceedings due to the two 
track patent system in which different courts 
rule on validity (Federal Patent Court) and 
infringement (infringement courts). An 
infringement court can merely suspend 
proceedings on the merits in light of a 
pending validity action. Save in preliminary 
injunction proceedings however, it cannot 
dismiss an infringement action on the basis of 
the patent ’ s invalidity unless the invalidity has 
been fi nally confi rmed by the competent 
court. 

 Furthermore, under German law, an 
interpretation beyond the meaning of the 
claim ’ s wording is not admissible. Limiting 
statements in the description of the patent, 
which are not refl ected in the claim language, 
are to be disregarded when interpreting 
the protective scope of the claim (Federal 
Supreme Court, IIC 2007, 984  –   Conveyance 
of Weft Threads ; Federal Supreme Court, IIC 
2005, 971  –   Bottom Separating Mechanism ). 

 Nevertheless the present case could have 
been resolved in Germany without having to 
generally limit the absolute product protection 
afforded to DNA sequences: in an 

infringement case on the basis of a patent 
claim directed to an intermediate in the 
production of a (chemical) herbicide, the 
Regional Court D ü sseldorf decided that the 
fi nal product would not be covered by the 
patent ’ s scope of protection (GRUR 1987  –  
 Grasherbizid  ). The fi nal product only 
contained trace amounts of the patented 
intermediate. These were minor residues 
left over from its incomplete conversion 
into the fi nal product. The intermediate 
found was therefore regarded as a mere 
impurity of the fi nal product and no longer 
performing its function. For this reason, it was 
considered not to be infringing despite of the 
acknowledged absolute product protection in 
Germany. 

 The Advocate General rejected equivalent 
arguments in his Opinion (marginal nos. 39 
et seq.) absent any  de minimis  provision in the 
Biotechnology Directive and as allegedly 
leading to greater legal uncertainty. 

 In any case, it cannot be excluded in future 
situations, which are not as clear-cut as the 
Monsanto case, that disputes will arise 
about the performed or intended function 
of patented DNA. In addition, patentees 
will have to make sure that all conceivable 
functions are disclosed in the patent in order 
to obtain the most extensive protection for 
the isolated DNA.   

 EU AND UK: RECENT 
ENGLISH CASE LAW 
ON SUPPLEMENTARY 
PROTECTION CERTIFICATES 
AND AN OVERVIEW OF 
THE PENDING REFERENCES 
BEFORE THE COURT OF 
JUSTICE OF THE EU (CJEU)  

 Recent case law 
 Protection for combination products under 
Regulation (EC) 469 / 2009 concerning the 
supplementary protection certifi cate for 
medicinal products (the  ‘ SPC Regulation ’ ) is 
an area that has occupied a number of courts 
in EU Member States in recent years, 
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whether a special approach to the Article 3(a) 
question might apply to vaccines, and the last 
one raised the Article 3(b) issue. 

 The above cases all concerned fi xed dose 
combinations, administered together in the 
one medicinal product, but some medicinal 
products, while containing only a single 
active, receive only a marketing authorisation 
for their use when co-administered with 
another medicinal product. In such a case can 
a patent that specifi cally claims the 
combination be treated as a basic patent? This 
was the issue before the English Patents Court 
in  Yeda ’ s SPC Application  [2010] EWHC 
1733. On 12 July 2010 the Court held that 
such a patent could not be the basic patent 
for an SPC to the authorised product alone, 
and neither could the applicant secure an SPC 
for the combination, as that was not the 
subject of the marketing authorisation.   

 Pending CJEU references 
 With the reference to the CJEU in  Medeva ’ s 
SPC Applications  discussed above there are 
now several pending references to the CJEU 
under the SPC Regulation ( Table 1 ). 

 In addition to this, in only the second case 
to go to the CJEU concerning the parallel 
supplementary protection certifi cate system for 
plant protection products, Case C-229 / 09 
 Lovells  v . Bayer CropScience AG , the Advocate 
General, in her Opinion of 17 June 2010 
recommended that henceforth provisional 
authorisations for plant protection products 
not be treated as qualifying authorisations 
for the purposes of Regulation 1610 / 96 / EC 
concerning the creation of a supplementary 
protection certifi cate for plant protection 
products.    

 EU: PUBLIC CONSULTATION 
REGARDING THE REVISION 
OF DIRECTIVE 98 / 79 / EC 
ON  IN VITRO  DIAGNOSTIC 
MEDICAL DEVICES 
 On 29 June 2010, the European Commission 
launched a public consultation on specifi c 
issues relating to  in vitro  diagnostics. 

including the English Patents Court. This has 
had to grapple on several occasions with the 
question of whether or not a patent is suitable 
under Article 3(a) of the SPC Regulation 
to act as a  ‘ basic patent ’  for an SPC on a 
medicinal product that consists of a fi xed 
dose combination when the patent is 
directed towards only one element of that 
combination. Such a patent is likely to be 
infringed by such a medicinal product, but is 
that, in and of itself, suffi cient to qualify it as 
a  ‘ basic patent ’  for such medicinal product? In 
a series of cases ( Takeda No 3  [2004] RPC 3, 
 Gilead Sciences  [2008] EWHC 1902,  Astellas  
[2009] EWHC 1916 and  Medeva  [2010] 
EWHC 68) the Patents Court has held, not 
without misgivings on the part of some 
judges, that infringement alone does not 
suffi ce, and that something more is required, 
such that there must be at least one claim to a 
mixture of the active component to which 
the patent is directed, with another active 
component, even if that other active is not 
specifi cally identifi ed. 

 On 23 June 2010, on an appeal to it in the 
last of these cases,  Medeva ’ s SPC Applications  
[2010] EWCA 700, the English Court of 
Appeal referred a number of questions to the 
CJEU, in the light of decisions in Norway 
and Germany that were apparently 
inconsistent with the approach taken by the 
Patents Court. The  Medeva  case concerned 
fi ve applications for SPCs, relating to four 
different combination vaccines with more 
active components than those used in the 
method of the subject matter of the proposed 
basic patent. One application related to only 
two of the active components, and so while 
the basic patent  ‘ protected ’  it in the sense 
understood by the English courts, these were 
held not to be the subject of the marketing 
authorisation and so the application failed 
under Article 3(b) of the SPC Regulation. 
Two of the questions referred, as to Article 
3(a) of the SPC Regulation, asked in differing 
ways what criteria were to be applied in 
determining whether or not a product was 
protected by a basic patent, another asked 
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 The two other medical devices Directives 
(Council Directive 90 / 385 / EEC on the 
approximation of the laws of the Member 
States relating to active implantable medical 
devices and Council Directive 93 / 42 / EEC 
concerning medical devices) were revised by 
Directive 2007 / 47 / EC, and the need to revise 
Directive 98 / 79 / EC was revealed by the 
public consultation that launched in 2008. 
Directive 98 / 79 / EC has not been substantially 
amended since its adoption in 1998. 

 The questions in the consultation aim to 
address technological progress and the 
emerging weaknesses identifi ed regarding key 
elements of the regulatory framework. The 
topics addressed are as follows:   

 The need for implementation of a risk-based 
classifi cation and conformity assessment 
procedures. 
 The need to review or limit the specifi c 
exemption for  ‘ in-house tests ’ . 
 The increase of the requirements regarding 
clinical evidence for  in vitro  diagnostic 
medical devices. 
 Owing to the increasing number of tests 
that are performed within an economic 
operator ’ s facility without placing the 
 in vitro  diagnostic medical devices on the 
market, the Commission has considered 

•

•

•

•

amending the defi nition of  ‘ putting 
into service ’  to make it clear that it also 
covers  in vitro  diagnostic medical devices 
that are not placed on the market but used 
for the delivery of results within the 
Community. 
 The need for an extension of the scope of 
the Directive to all genetic tests by adding a 
specifi c provision into the defi nition of 
 in vitro  diagnostic medical devices regarding 
devices that pursue the purpose of providing 
information concerning  ‘ results obtained by 
analysis of the genome ’ . Indeed, only 
genetic tests that have a medical purpose are 
covered by this Directive and there are 
increasing concerns regarding some genetic 
tests (for example direct to consumer 
genetic tests and predictive tests), including 
genetic tests without a clear medical 
purpose. These concerns are related, among 
others, to the lack of quality, scientifi c 
evidence and clinical validity or clinical 
utility of these tests.   

 Any comments and information on this public 
consultation should be submitted by mail, fax 
or email by 15 September 2010 at the latest 
to DG SANCO. 

 See:  http://ec.europa.eu/enterprise/newsroom/
cf/itemlongdetail.cfm?item_id=4404 .   

•

  Table 1 :      Pending references to the Court of Justice of the EU (CJEU) under the SPC Regulation 

    Case    Parties or national case 
reference  

  Active    Issue  

   C-66 / 09   Kirin Amgen Inc  v . Lithuanian 
State Patent Bureau  

 Darbepoetin alfa  Transitional provisions for Lithuania 
(Advocate General Opinion 25 / 2 / 10) 

          
   C-195 / 09   Synthon  v . Merz   Memantine  What constitutes a fi rst Marketing 

Authorisation in the EU 
          
   C-427 / 09   Generics (UK)  v . Synaptech   Galanthamine  What constitutes a fi rst Marketing 

Authorisation in the EU 
          
   Referred by BGH on 28 / 1 / 10   Case 15 W 36 / 08   Sitagliptin  Can an SPC have negative or zero 

term so as to allow a paediatric 
extension to be sought? 

          
   Referred by EWCA on 23 / 6 / 10   Medeva’s SPC application   Various combinations of 

antigens 
 What can constitute a basic patent 

where the marketing authorisation 
has been granted in respect of a 
fi xed dose combination? 
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that the documents did not contain 
information on the composition of the 
anti-obesity medicinal products, nor did 
they contain other commercially confi dential 
information. 

 The fi nal outcome of this complaint, due 
by the end of August 2010, is important 
because it may affect the attitude of EMA, 
and maybe also the attitude of the national 
regulatory authorities when subjected to 
similar requests. It is noteworthy, indeed, that 
the legislation applicable to EMA does not 
require applicants to state their reasons for the 
application (see Article 6 of Regulation (EC) 
1049 / 2001 as also implemented by EMA 
Rules). Should the Draft Recommendation 
of European Ombudsman to disclose the 
concerned documents be followed, clinical 
study reports and corresponding trial protocols 
of medicinal products (which have always 
been claimed to be confi dential by the 
companies involved) will in principle be freely 
available to any citizen of the EU and / or any 
natural or legal person residing or having its 
registered offi ce in a Member State, including 
competitors of the companies involved.   

 EU: FREE MOVEMENT OF 
MEDICAL DEVICES BEARING 
CE MARKING 
 The CJEU recently interpreted Article 4 
of Directive 93 / 42 / CEE on medical devices 
in response to a preliminary reference laid 
before it. 

 A Swedish company manufacturing an alloy 
destined for use in dental amalgams containing 
mercury was refused an exemption by the 
Kemikalieinspektionen (Chemical Products 
Inspectorate) due to the prohibition under 
Swedish law against exporting mercury for 
professional purposes both within the EU 
and beyond. 

 However, the products in question were 
CE marked, and are therefore presumed to 
fulfi l essential safety requirements and thus be 
satisfactory for free circulation within the EU. 

 The company referred the case to the 
Swedish district court, which decided partially 

 EU: ACCESS TO MEDICINAL 
PRODUCT DOSSIER ’ S 
DOCUMENTS 
 On 7 July 2010, the European Ombudsman  1   
published its Draft Recommendation of his 
inquiry into complaint 2560 / 2007 / BEH 
against the European Medicines Agency 
( ‘ EMA ’ ) concerning the refusal to disclose 
clinical study reports and corresponding trial 
protocols concerning certain anti-obesity 
medicinal products that were submitted by 
two pharmaceutical companies to the EMA 
with a view to obtaining marketing 
authorisations. 

 In particular, in the Draft Recommendation, 
the European Ombudsman called on the EMA 
to either disclose the documents in question or 
else explain why access should not be given by 
not later than 31 August 2010. 

 The Draft Recommendation follows a 
complaint from the Nordic Cochrane Centre, 
a group of Danish health-care researchers, 
who wanted to conduct an independent 
analysis requiring access to the data in these 
documents but whose request was refused by 
EMA on the grounds that the disclosure of 
these documents would have undermined the 
medicinal products manufacturers ’  commercial 
interests (see Article 3(2)(a) of the  ‘ Rules for 
the implementation of Regulation (EC) No 
1049 / 2001 on access to EMEA documents ’ ). 

 In its compliant under Article 195 of the 
EC Treaty, the Nordic Cochrane Centre 
argued it was unlikely that clinical study 
reports would contain anything that could 
undermine the protection of a natural or legal 
person ’ s commercial interests and that  even if 
commercial interests are specifi cally and actually 
undermined by disclosure, access still has to be 
granted if there is an overriding public interest in 
disclosure . 

 During his investigation, the Ombudsman 
inspected the relevant reports and protocols 
held by the EMA and, essentially agreeing 
with applicant ’ s argument, he concluded 
that their disclosure would not undermine 
the commercial interests of the companies 
involved. In particular, the Ombudsman stated 
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in its favour, considering that the export 
prohibition as regards the EU and the 
EEA was contrary to Directive 93 / 42 / EEC 
(Article 4) or Article 29 of the EC Treaty 
(prohibition of quantitative restrictions to 
exports). On the other hand, the Court 
considered that prohibition of export to 
third countries was not contrary to 
Community law. 

 On the preliminary issue, the CJEU 
considered on the contrary that Article 4 of 
Directive 93 / 42 / EEC should  ‘ be interpreted 
as being opposed to the adoption by the 
Member States of measures likely to constitute 
an obstacle to the free circulation of medical 
devices bearing [CE] marking ’ ; and therefore 
that national regulations could not prescribe 
for the prohibition of the export of medical 
devices bearing CE marking for reasons based 
on the protection of the environment and 
health. 

 In summary:   

 Compliance with the essential requirements 
set out in Directive 93 / 42 / EEC is 
presumed by affi xing the CE marking to 
medical devices. This guarantees free 
circulation within the EU. 
 No restriction may be imposed on such free 
circulation (other than special measures 
prescribed by the Directive  –  notably 
Article 8: Safeguard Clause; and Article 
14(3): special health monitoring measures, 
implemented by a Member State which has 
informed the Commission where a medical 
device is likely to create a health and / or 
safety risk). 
 This prohibition is valid throughout the EU 
(and the EEA) and also outside the EEA, 
for both imports within the EEA and 
exports from the EEA. 
 The Court has made no pronouncement on 
the application of Articles 29 (prohibition of 
quantitative restrictions to exports) and 30 
(restrictions on free circulation justifi ed by 
public health reasons) of the EC Treaty. 
It seems that CE marking operates against 
Art. 30.     

•

•

•

•

 ITALY: A MARKETING 
AUTHORISATION AS PATENT 
OR SPC INFRINGEMENT? 
 By means of Legislative Decree No. 131 /  
2010, which came into force on 2 September 
2010, the Italian Government  2   amended the 
Italian IP Code (IPC). 

 One of these amendments directly affects the 
problem of the possible interference between 
the administrative procedure for the granting 
of a Market Authorisation (MA) and a third 
party ’ s patent or Supplementary Protection 
Certifi cate (SPC). This has been a much 
debated problem in Italy in recent years, 
especially between originators and manufacturers 
of generics. Indeed, according to some 
originators the mere fi ling of an MA application 
would amount to a patent infringement, being 
an act not covered by the so-called 
experimental exception ( ‘ Bolar exception ’ ). 

 In June 2009 the Court of Milan went 
some way to resolving the debate and held 
that:  ‘ the simple fi ling of a market 
authorisation application does not constitute 
evidence of an infringing activity  …  . It 
consists only of a request for an administrative 
act which may not be identifi ed as a preparatory 
act of a commercial activity  …  . The 
marketing authorisation application  …  is a 
premature data in relation to the asserted 
infringing activity ’  (Court of Milan 11 June 
2009, Eli Lilly v. Synthon and others  3  ). 

 However, the situation has been since 
confused again by the amendments to the IPC 
made by Legislative Decree No. 131 / 2010.  

 The legal framework prior to 
Legislative Decree No. 131 / 2010 
 Art. 68.1 IPC, which implemented Article 
10.6 of the 2004 / 27 / EC Directive, expressly 
states that ownership of a patent does not 
allow the owner to oppose the experimental 
activities aimed at obtaining an MA and the 
 consequent practical acts . It does not, explicitly 
mention the fi ling of an MA application. 

 However, according to the opinion 
expressed by the European Council in the 
Common Position No. 61 / 2003,  ‘ In relation 
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 Therefore, the restriction on only being 
able to start the registration procedure within 
the last year of the period of protection 
conferred by the patent, is now a general rule, 
since the principle originally directed to 
govern only the few SPCs granted according 
to Law No. 349 / 1991 has been extended 
to all cases of MA for (generic) medicinal 
products submitted where the active ingredient 
is protected by any exclusive right: national 
SPC, Community SPC as well as the basic 
patent.  6   

 This implies that, if not exempted, even 
the mere fi ling of an MA application amounts 
to patent (or SPC) infringement if done more 
than one year before the patent (or SPC) 
expiry. 

 In theory, this could also apply to an MA 
application fi led through a European 
procedure, such as the decentralised procedure 
provided by the Directive (EC) No. 2001 / 83, 
in which Italy is indicated as Concerned 
Member State. Therefore, if such procedure is 
started more than one year before the patent 
(or SPC) expiry, it could be considered  –  as 
far as the Italian phase is concerned  –  as 
patent (or SPC) infringement according to the 
new text of Art. 68.1 bis  IPC. 

 In the light of the above and from a 
different point of view, Art. 68.1 bis  IPC 
could be considered to be in confl ict with the 
European competition rules  –  the same MA, 
fi led (and granted) through the decentralised 
procedure, could be completely lawful and 
effective in all European Member States, 
except Italy.    

 THE NETHERLANDS: POLICY 
ON USE PATENTS FOR THE 
REGISTRATION OF GENERIC 
MEDICINAL PRODUCTS 
 Marketing authorisation holders of generic 
medicinal products sometimes remove 
information from the summary of product 
characteristics (SmPC) and the patient 
information leafl et to prevent the potential 
infringement of a use patent. 

to submission of applications and granting of 
an authorisation, the Council believes that 
these activities, being of an administrative 
nature, will not infringe patent protection. 
The Council and the Commission have 
underlined this in a joint statement. Thus, it 
is neither necessary nor appropriate to include 
those activities in a provision on exemptions 
from patent protection ’ .  4   

 Art. 61.5 IPC (before it was amended) 
provided that:  ‘ The companies which intend 
to produce pharmaceutical products after the 
expiry of the patent may start the registration 
procedure of the product containing the active 
ingredient one year before the expiration of 
the supplementary patent protection related to 
the active ingredient ’ . Art. 61 only applied to 
active ingredients protected by an SPC issued 
under Italian Law no. 349 / 1991.  5     

 The present situation 
 Legislative Decree No. 131 / 2010 has 
effectively re-organised the IPC so that the 
wording that used to make up Art 61.5, has 
now been added as a new paragraph,  1bis , to 
Art. 68 IPC: 

   The companies which intend to produce 
pharmaceutical products beyond the 
patent protection may start the registration 
procedure of the product containing the 
active principle one year before the expiration 
of the supplementary patent protection or, in 
its absence, of the patent protection related to 
the active ingredient, taking into account also 
possible further extensions of protection.   

 Art 61.5 used to apply only to active 
ingredients protected by an SPC issued under 
Italian Law no. 349 / 1991. However, the 
wording is now within Art 68, which is a 
provision that applies to patents generally. Art. 
68 IPC actually provides the exemptions from 
patent infringement, pointing out all those 
activities that, where not exempted, would 
constitute patent infringements according to 
Art. 66 IPC, as economical exploitations of 
the product (or process) which is the subject 
of a patent or of an SPC. 



EU legal and regulatory update

© 2011 Macmillan Publishers Ltd. 1462-8732 Journal of  Commercial  Biotechnology Vol. 17, 1, 109–120 117

 A generic medicinal product is described 
in Directive 2001 / 83 / EC (as amended by 
Directive 2004 / 27 / EC) as  

  a medicinal product that has the same 
qualitative and quantitative composition 
in active substances and the same 
pharmaceutical form as the reference 
medicinal product (the originator 
product), and whose bioequivalence 
with the reference medicinal product 
has been demonstrated by appropriate 
bioavailability studies.  

 As the generic medicinal product is 
equivalent to the reference medicinal product, 
the product information such as the SmPC 
and the patient information leafl et of a 
generic medicinal product need to correspond 
with those of the reference medicinal product. 

 Use patent claims are so-called second 
medical use claims, which generally serve to 
protect the use of a known active ingredient 
for the treatment of a new medical indication. 
An issue of patent infringement may arise if a 
generic manufacturer starts marketing a 
medicinal product under a marketing 
authorisation that contains multiple medical 
indications, one or more of which fall within 
the scope of the claims of a use patent. Patent 
protection of the active ingredient (and of the 
fi rst medical indication) may have expired, 
but if there is still relevant protection under 
the use patent, the patentee might argue that 
trade in the medicinal product under the 
marketing authorisation nevertheless 
constitutes infringement of the use patent. 
To prevent such patent infringement disputes, 
the generic marketing authorisation holder 
may remove from its SmPC and patient 
information leafl et those indications that 
are still covered by such a use patent. 

 Article 11 of Directive 2001 / 83 / EC as 
amended, allows marketing authorisation 
holders to exclude those parts of the SmPC 
referring to indications or dosage forms that 
are still covered by patent protection. In 
an explanation of this legislation by the 
Co-ordination Group for Mutual Recognition 

and Decentralised Procedures  –  Human 
( ‘ CMDh ’ ), it is stated that exclusion of parts 
of the SmPC and patient information leafl et 
in a mutual recognition procedure ( ‘ MRP ’ ), 
or decentralised procedure ( ‘ DCP ’ ), may take 
place during the fi nal national approval of the 
MRP or DCP. No information owing to a 
use patent will be deleted in the fi nal SmPC 
recognised by all concerned Member States 
at the end of a MRP or DCP. The applicant 
of a marketing authorisation will need 
to propose a revised SmPC and patient 
information leafl et to the national authority 
concerned. This revision is made at a national 
level as the use patent may not be valid in 
all the concerned countries. In addition the 
Member States may decide nationally whether 
to include a clause explaining why an 
indication is not included in the patient 
information leafl et. 

 For those generic products that have been 
registered through the Central European 
Procedure, patented indications are not 
included in the approved SmPC or in the 
patient information leafl et and there is also no 
clause explaining the lack of an indication in 
the patient information leafl et. 

 Article 11 of Directive 2001 / 83 / EC as 
amended has been implemented in The 
Netherlands by the Dutch Medicines Act and 
in the Regulation Medicines Act. The Dutch 
MEB is, however, of the opinion that as a 
result of the deletion of certain indications in 
a patient information leafl et, patients are 
incompletely and insuffi ciently informed on 
certain applications of generic medicinal 
products. To ensure that pharmacists, doctors 
and patients have access to fully approved 
product information, the Dutch MEB has, as 
of 1 December 2009, amended its policy in 
respect of use patents. Before this date the 
MEB would approve, after a request from a 
marketing authorisation holder of a generic 
medicinal product, the amendment of the 
SmPC and patient information leafl et in the 
medicines database of the MEB where a use 
patent was applicable. Under the new policy, 
the SmPC and patient information leafl et can 



EU legal and regulatory update

© 2011 Macmillan Publishers Ltd. 1462-8732 Journal of  Commercial  Biotechnology Vol. 17, 1, 109–120118

  2.  The printed version of the marketing 
authorisation holder in which the 
patented indications are removed.   

 It remains to be seen what effect the new 
policy of the MEB will have on potential 
patent infringement by generic manufactures 
as result of the online availability of SmPCs 
and patient information leafl ets with patented 
indications. To date, we are not aware of any 
formal objection to this policy.   

 SPAIN: REDUCTIONS IN 
THE PRICE OF MEDICINAL 
PRODUCTS AND MEDICAL 
DEVICES: THE NEW ROYAL 
DECREE-LAW 8 / 2010 
 In order to comply with the so-called 
Excessive Defi cit Procedure (also known 
as the corrective arm) established by the 
European Union pursuant to Article 126 
of the Treaty on the Functioning of the 
European Union (TFEU), Spain established in 
its agenda to reduce its government defi cit to 
3 per cent of gross domestic product (GDP) 
by 2013. For this reason, the Spanish 
Government has enacted various urgent 
measures to cut public spending. 

 In light of this, in May 2010 the Spanish 
Government passed  Royal Decree-Law 8 / 2010, 
of May 20, on extraordinary measures to reduce 
Government defi cit  (RDL 8 / 2010), which 
entered into force on 25 May. RDL 8 / 2010 
regulates different areas including,  inter alia , 
employment, social security, and as expected, 
public health.  

 New measures introduced by RDL 
8 / 2010 which affect medicinal 
products for human use and medical 
devices 
 RDL 8 / 2010 lays down a number of 
deductions on the price of medicinal products 
and medical devices fi nanced by the Spanish 
Healthcare System. The medicinal products 
and medical devices affected by these 
measures and the amounts to be deducted 
from their prices are the following:   

no longer be amended in the medicines 
database. The medicines database must now 
contain the complete SmPC and patient 
information leafl et including all indications 
approved upon registration of the medicinal 
product, whether patented or not. A marketing 
authorisation holder of a generic medicinal 
product may now however, on its own 
initiative, delete the patented indications from 
the  printed  version of the SmPC and patient 
information leafl et when certain requirements 
are met, which are as follows:   

 only the information in  §  4.1, 4.2 and 5.1 
of the SmPC and the corresponding 
sections of the patient information leafl et 
may be removed; 
 no information may be removed, which 
relates to the safety associated with the 
indications; 
 a standard clause mentioning that not all 
indications are included in the patient 
information leafl et should be included; and 
 the SmPC and patient information leafl et 
must include a reference that detailed 
information about the medicinal product is 
available in the medicines database on the 
website of the MEB.   

 The removal of the patented indications and 
the inclusion of the standard clause in the 
printed versions of the SmPC and patient 
information leafl et is the responsibility of the 
marketing authorisation holder. The text of 
the printed SmPC and patient information 
leafl et with the removed indications should be 
sent to the Dutch MEB with a declaration 
that these documents comply with the above 
requirements. Also, the expiration of the 
patent must be notifi ed to the MEB. 

 This new policy of the MEB results in two 
different versions of an SmPC and patient 
information leafl et of a generic medicinal 
product:   

  1.  The complete SmPC and leafl et in the 
medicines database of the MEB, which is 
accessible to everyone. 

•

•

•

•
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  1.   Medicinal products for human use supplied by 
Pharmacy Offi ces  (article 8 RDL 8 / 2010): 
a 7.5 per cent deduction should be 
applied to the industrial price (that is the 
price at which pharmaceutical laboratories 
sell medicines to pharmacy offi ces). 

  2.  The same percentage (7.5 per cent) 
should be applied to  purchases of medicinal 
products for human use fi nanced by the 
Spanish Healthcare System  through its 
hospital pharmacies, pharmacy services of 
the regional health-care centres and 
primary health-care institutions (article 9 
RDL 8 / 2010). However, in this case, the 
deduction must be applied to the award 
price in public tenderings of each 
medicine. 

  3.  In the case of  Orphan medicinal products  or 
 ‘ orphan drugs ’  (medicines used to treat 
rare diseases), the abovementioned 
discounts (articles 8 and 9) should be 
reduced to 4 per cent (article 10 
Paragraph 2 RDL 8 / 2010). 

  4.  The deductions stipulated by the new 
Royal Decree also affect  medical devices  
(article 11 RDL 8 / 2010). A 7.5 per cent 
discount should be deducted from the 
fi nal selling price of those sanitary 
products included in the pharmaceutical 
assistance programme of the Spanish 
Healthcare System. For  urinary incontinence 
products , the discount rate will be 
increased up to 20 per cent.   

 However, RDL 8 / 2010 will not be applicable 
to  generic medicinal products  and  medicines affected 
by the reference price system  for medicinal 
products (article 10 Paragraph 1 RDL 
8 / 2010), unless, in this latter case, the 
medicinal product forms part of an inactive 
compound (article 8 Paragraph 3 RDL 
8 / 2010). 

 In any case, to avoid any questions 
that may arise regarding the medicinal 
products affected by RDL 8 / 2010, the 
Spanish Ministry of Health has published 
on its website a list of  medicines affected 
by the deductions Royal Decree-Law 8 / 2010, 

of 20 May, on extraordinary measures to 
reduce Government defi cit , which will be 
updated monthly (see  http://www
.msps.es/en/profesionales/farmacia/
pdf/listado_medicamentos_RDL_9_2010
.pdf ).   

 When will the discounts apply? 
(Fourth Transitory Provision of RDL 
8 / 2010) 
 In order to establish when the obligation to 
apply the abovementioned discounts enters 
into force, RDL 8 / 2010 distinguishes again 
between the following:   

  1.   Medicinal products for human use and orphan 
drugs supplied by Pharmacy Offi ces : the 
deductions should be applied to supplies 
of medicinal products and orphan drugs 
as from 1 June 2010. 

  2.   Purchases of medicinal products for human use 
and orphan drugs fi nanced by the Spanish 
Healthcare System  through its hospital 
pharmacies, pharmacy services of the 
regional health-care centres and primary 
health-care institutions: the deductions 
should be applied to the purchases 
formalised as from 1 June 2010. 

  3.   Medical devices : Medical devices affected 
by RDL 8 / 2010 must be marketed at the 
new selling price as of 25 June 2010.      

 UK: NICE PROVISIONALLY 
RECOMMENDS ALZHEIMER ’ S 
DRUGS FOR EARLY 
AND MODERATE STAGE 
TREATMENT 
 On 7 October 2010, NICE issued draft 
guidance, subject to appeal, recommending 
that Aricept (donepezil, manufactured by 
Eisai), Reminyl (galantamine, manufactured by 
Shire) and Exelon (rivastigmine, manufactured 
by Novartis) be made available to patients 
with early to moderate stage Alzheimer ’ s 
disease. NICE further recommends that Ebixa 
(memantine) now be made available to 
patients with moderate to severe Alzheimer ’ s 
disease. 
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   3       Please note that this decision has been 
appealed by Eli Lilly and the appeal 
proceeding is still ongoing.   

   4       See  Common Position (EC) No 61 / 2003 of 
29 September 2003 adopted by the Council, 
acting in accordance with the procedure referred 
to in Article 251 of the Treaty establishing the 
European Community, with a view to adopting 
a directive of the European Parliament and 
of the Council amending Directive 2001 / 83 / 
EC on the Community code relating to 
medicinal products for human use   –  in GUCE, 
9 December 2003, C-297 E / 41 and 
following.   

   5       It concerns the approximately 400 SPCs 
that have been granted according to such 
regulation before the coming into force of 
Regulation (EC) No. 1768 / 92, and the 
last of which will lapse on 31 December 
2010.   

   6       And that this was the real intention of the 
legislator is confi rmed by the fact that, in 
the text of paragraph 1 bis  of Art. 68 IPC 
an explicit reference to  patent protection  
had been included.     

 This latest guidance is in contrast to 
NICE ’ s original decisions in 2006 and 2007, 
which recommended that such drugs only be 
made available for patients with a moderate 
form of the disease. NICE reconsidered it 
position on the basis of new clinical trial 
evidence that has continued to show the 
positive effects of these drugs and, in the 
case of memantine, reduced the uncertainty 
about its clinical effectiveness. 

 The draft guidance will now go into 
consultation, with fi nal guidance expected in 
early 2011.         

  NOTES 
   1       The European Ombudsman is the EU 

body charged with the investigation of 
complaints about the administrative acts of 
EU institutions. EU citizens, residents, 
enterprises and associations within a 
Member State can all lodge complaints 
with the Ombudsman.   

   2       In execution of a specifi c delegated law 
(Article 19 of Law No. 99 / 2009).   
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