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ALLEA Statement on Patentability of Inventions Involving 
Human Embryonic Pluripotent Stem Cells in Europe of May 
2011 and the Judgment of the Court of European 
Communities (Grand Chamber) of 18 October 2011 in Case 
C-34/10 

 
 

I. 
 
In May of 2011 ALLEA issued a Statement on Patenting Inventions Involving 
Human Embryonic Pluripotent Stem Cells in Europe, in which, inter alia  
 

• ALLEA emphasized that this Statement does not address the regulatory 
solutions concerning embryo research in European countries, nor does it 
address embryo research as such but focuses exclusively on a regulatory 
dilemma and the resulting effects on research efforts based in Europe.  

 
• ALLEA observed that many European countries, such as Belgium, Czech 

Republic, the Netherlands, Spain, Sweden and the United Kingdom allow 
research involving human embryos under stringent conditions. 

 
• ALLEA drew attention to legal instruments of the European Union such as the 

Directive 2004/23/EC on "Setting Standards of Quality and Safety for the 
Donation, Testing, Processing, Preservation, Storage and Distribution of Human 
Tissues and Cells", and the Regulation (EC) No. 1394/2007 on "Advanced 
Therapy Medical Products and amending Directive 2001/84/EC and Regulation 
(EC) No. 26/2004", which are explicitly applicable to human embryonic stem 
cells, and which allow controlled use of human embryonic stem cells but at the 
same time leave it, under certain circumstances, to the national legislator to 
prohibit the use of such cells. 

 
• ALLEA referred to a decision of the Enlarged Board of Appeal of the European 

Patent Office (EBA) of 25 November 2008 (OJ EPO 2009, 306 – Use of 
Embryos/WARF), excluding from patentability inventions involving pluripotent 
embryonic stem cell lines of human origin, i.e. originally generated from a 
human embryo and involving its destruction, as use of human embryos for 
commercial or industrial purposes excluded from patenting as contradicting 
ordre public or morality under Rule 28 (c) of the Implementing Regulations to the 
European Patent Convention (EPC) (corresponding to Article 6 (2) (c) of the EU 
Directive 98/44/EC on the Legal Protection of Biotechnological Inventions).  
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• ALLEA highlighted that as a consequence of the EBA decision, inventions 

involving pluripotent embryonic stem cells of human origin were not eligible for 
patent protection under the EPC, notwithstanding the fact that the stem cells 
have been generated in full compliance with the applicable regulatory provisions 
(as, e.g. in force in Belgium, Netherlands, Sweden and the United Kingdom and 
likewise in Australia, Israel, New Zealand or the United States of America), and 
that this exclusion applied also where the exercise of the disclosed and claimed 
invention does not use human embryos, and such inventions can be 
commercialized subsequently as drugs under the EU regulatory laws.  

 
• ALLEA expressed concerns that without patents as a necessary incentive for 

investments in developing therapeutics based on human pluripotent embryonic 
stem cells, such developments will take place outside Europe, eventually 
resulting in Europe becoming a market for therapeutics developed, e.g. in the 
United States, China, etc., since their marketing, in principle, were allowed in 
most EU Member States.  

 
• ALLEA, furthermore, referred to the Referral of the German Federal Supreme 

Court (BGH) of 12 November 2009 to the Court of Justice of the European 
Union (CJEU) in a dispute between Greenpeace e.V. and Professor Oliver 
Brüstle (Case C-34/10), in which the validity of a German Patent, which relates 
to "neuronal precursors, method of production and use for therapy of neural 
defects", issued by the German Patent Office in 1999, claiming, inter alia, 
"isolated, purified precursor cells from embryonic stem cells with neural or glial 
characteristics," is challenged.  

 
• ALLEA expressed its confidence that CJEU will find a balanced solution, which 

would ensure that inventions involving pluripotent stem cells of human 
embryonic origin, that are generated in compliance with the competent 
regulatory provisions, but not involving use of human embryos, and whose 
products, in compliance with the EU legislation and the legislation of the 
respective EU Member States, can be commercialized as therapeutics or 
diagnostics, will enjoy the same incentives by the patent system as other 
inventions, particularly those in the area of pharmaceuticals. 

 
• ALLEA, finally, observed that excluding from patent protection inventions, the 

final products of which can be commercialized in one or more of the EU Member 
States, potentially violates obligations of the European Union and its Member 
States entered into in international legal instruments, such as the TRIPS 
Agreement, as explicitly emphasized in Article 1 (2) and Recital 36 of the 
Directive 98/44/EC. 
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II. 
 
On 18 October 2011 the Grand Chamber of Court of Justice of the European 
Union (CJEU) handed down the decision in the Oliver Brüstle v. Greenpeace e.V.  
case (Case C-34/10). It held, inter alia , that: 
 

• The exclusion from patentability concerning the use of human embryos for 
industrial or commercial purposes set out in Article 6 (2)(c) of Directive 98/44 
also covers the use of human embryos for purposes of scientific research, only 
use for therapeutic or diagnostic purposes which are applied to the human 
embryo and are useful to it being patentable. 

 
• Article 6 (2)(c) of Directive 98/44 excludes an invention from patentability where 

the technical teaching which is the subject-matter of the patent application 
requires the prior destruction of human embryos or their use as base material, 
whatever the stage at which that takes place and even if the description of the 
technical teaching claimed does not refer to the use of human embryos. 

 
 

III. 
 
ALLEA Standing Committee on Intellectual Property Rights in connection 
with this judgment of CJEU 

 
• Emphasizes that CJEU explicitly pointed out that the purpose of the Directive is 

not to regulate the use of human embryos in the context of scientific research, 
but is limited to the patentability of biotechnological inventions (paragraph 40). 
Thus, the legal consequences of this Judgment are strictly limited to the 
application and interpretation of Directive 98/44/EC and have no legal impact on 
application or interpretation of any regulatory provisions dealing either with 
research in human embryos or commercialization of the results of such 
research. 

 
• Observes that CJEU, although it in the "Legal Context" pointed to Agreements 

binding the European Union and/or the Member States and in particular also to 
Article 27 (2) TRIPS Agreement, did in no way touch upon or express any 
opinion on potential legal consequences of its interpretation of Article 6 (2) (c) 
Directive 98/44/EC, in the light of binding international standards set out in 
Article 27 (2) TRIPS Agreement, which the German Federal Supreme Court had 
expressly referred to.   
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• Deplores that the CJEU has missed the opportunity to provide for a balanced 
solution, which would ensure that the patenting of inventions involving 
pluripotent stem cells of human embryonic origin, that are generated or imported 
in compliance with the competent regulatory provisions of the EU and its 
Member States, but do not involve any use of human embryos, and which can 
be commercialized as therapeutics or diagnostics in compliance with the EU 
legislation and legislation of the respective EU Member States would be 
subjected to the same moral standards as their commercialization. 

 
• Expects that the competent bodies of the European Union and its Member 

States will undertake measures necessary to limit the impact of the CJEU 
judgment to the application of the Directive 98/44/EC in order to meet serious 
concerns of the European scientific community that this judgment could 
negatively affect research in this important area of medicine.  

 
• Expresses the hope that the competent bodies of the European Union and its 

Member States will thoroughly examine the legal situation resulting from this 
judgment in the light of the obligations the European Union and the Member 
States entered into under the TRIPS Agreement, and act, as the case may be, 
according to the findings, eventually elaborated.  

 
 
 
Final version: September 2012 
 
 
 
 
 
 
 
 
 
 

Drafted by the ALLEA Standing Committee on Intellectual Property Rights 
 
Professor William Cornish - British Academy 
Professor Carine Doutrelepont - Royal Academy of Sciences, Letters and Fine Arts of Belgium  
Professor Sir Roger Elliott - Royal Society, United Kingdom (chair until 2009) 
Professor Stanislaw Soltysinski - Polish Academy of Arts and Sciences 
Professor Are Stenvik - Norwegian Academy of Arts and Sciences 
Professor Joseph Straus – Union of German Academies of Sciences (Chair) 
Professor Ünal Tekinalp - Turkish Academy of Sciences  
Professor Tomasz Twardowski - Polish Academy of Sciences 
Professor Feer Verkade - Royal Netherlands Academy of Arts and Sciences (dissented) 
Professor Sylvester Vizi - Hungarian Academy of Sciences  
Professor Alain Strowel, Brussels (guest) 
Rüdiger Klein (ex officio, ALLEA) 
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ALL European Academies (ALLEA) 
 
ALLEA, the federation of All European Academies, was founded in 1994 and currently brings 
together 52 Academies in more than 40 countries from the Council of Europe region. Member 
Academies operate as learned societies, think tanks and research performing organisations. They 
are self-governing communities of leaders of scholarly enquiry across all fields of the natural 
sciences, the social sciences and the humanities. ALLEA therefore provides access to an 
unparalleled human resource of intellectual excellence, experience and expertise. 
Independent from political, commercial and ideological interests, ALLEA’s policy work seeks to 
contribute to improving the framework conditions under which science and scholarship can excel. 
Jointly with its Member Academies, ALLEA is in a position to address the full range of structural 
and policy issues facing Europe in science, research and innovation. In doing so, it is guided by a 
common understanding of Europe bound together by historical, social and political factors as well 
as for scientific and economic reasons. 
 
Member Academies 
 
Albania: Akademia E Shkencave E Shqipërisë; Austria: Österreichische Akademie der 
Wissenschaften; Belarus: Нацыянальная акадэмiя навук Беларусі; Belgium: Académie Royale des 
Sciences des Lettres et des Beaux-Arts de Belgique; Koninklijke Vlaamse Academie van België 
voor Wetenschappen en Kunsten; Bosnia and Herzegovina: Akademija nauka i umjetnosti Bosne 
i Hercegovine; Bulgaria: Българска академия на науките; Croatia: Hrvatska Akademija Znanosti i 
Umjetnosti; Czech Republic: Akademie věd České republiky; Denmark: Kongelige Danske 
Videnskabernes Selskab; Estonia: Eesti Teaduste Akadeemia; Finland: Suomen Tiedeakatemiain 
Valtuuskuntal; France: Académie des Sciences - Institut de France; Académie des Inscriptions et 
Belles-Lettres; Académie des Sciences Morales et Politiques; European Academy of Arts, 
Sciences and Humanities (Associated Academy); Georgia: საქართველოს მეცნიერებათა ეროვნული 
აკადემია; Germany: Deutsche Akademie der Naturforscher Leopoldina; Union der deutschen 
Akademien der Wissenschaften; Akademie der Wissenschaften in Göttingen, Akademie der 
Wissenschaften und der Literatur Mainz, Bayerische Akademie der Wissenschaften, Berlin-
Brandenburgische Akademie der Wissenschaften, Akademie der Wissenschaften zu Hamburg, 
Heidelberger Akademie der Wissenschaften, Nordrhein-Westfälische Akademie der 
Wissenschaften und der Künste, Sächsische Akademie der Wissenschaften zu Leipzig (Associated 
Academies); Greece: Ακαδηµία Αθηνών; Hungary: Magyar Tudományos Akadémia; Iceland: 
Vísindafélag Islendinga; Ireland: The Royal Irish Academy - Acadamh Ríoga na hÉireann; Israel: 
 Italy: Accademia Nazionale dei Lincei; Kosovo: Akademia e ;םיעדמל תילארשיה תימואלה הימדקאה
Shkencave dhe e Arteve e Kosovës; Latvia: Latvijas Zinātņu akadēmija; Lithuania: Lietuvos 
mokslų akademijos; Macedonia: Македонска Академија на Науките и Уметностите; Moldova: 
Academia de Ştiinţe a Moldovei; Montenegro: Crnogorska akademija nauka i umjetnosti; 
Netherlands: Koninklijke Nederlandse Akademie van Wetenschappen; Norway: Det Norske 
Videnskaps-Akademi; Poland: Polska Akademia Umiejętności ; Polska Akademia Nauk; Portugal: 
Academia das Ciências de Lisboa; Romania: Academia Română; Russia: Российская академия 
наук; Serbia: Srpska Akademija Nauka i Umetnosti; Slovakia: Slovenská Akadémia Vied; 
Slovenia: Slovenske akademije znanosti in umetnosti; Spain: Instituto de España; Real Academia 
de Ciencias Morales y Políticas; Sweden: Kungl. Skogs- och Lantbruksakademien, Kungl. 
Vetenskapsakademien; Kungl. Vitterhets Historie och Antikvitets Akademien; Switzerland: 
Akademien der Wissenschaften Schweiz; Turkey: Türkiye Bilimler Akademisi; Ukraine: 
Національна академія наук України; United Kingdom: The British Academy; The Royal Society of 
Edinburgh; The Royal Society of London; Vatican: Pontificia Academia Scientiarum 
 
 
 
 
President: Professor Günter Stock  
Vice-Presidents: Professor Daniela Jezova / Professor Ed Noort  
 
Postal and visiting address:  
ALLEA, c/o Berlin Brandenburg Academy of Sciences and Humanities, 
Jaegerstr. 22/23, D-10117 Berlin, Germany 
 
Contact: 
Phone: +49 (0)30 325 98 73 72; Fax: +49 (0)30 325 98 73 73;  
Email: secretariat@allea.org; Website: www.allea.org  

 


