
 

 

The impact of legislation in Europe on our 
ability to perform research using stem cells

…“ACTION IS NEEDED TO REMOVE POLITICAL AND LEGISLATIVE BARRIERS 
THAT HINDER COLLECTIVE RESEARCH TO REALISE THE POTENTIAL OF STEM 
CELL RESEARCH FOR THE BENEFIT OF EUROPEAN CITIZENS”

27 JULY 2007
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The European Union’s 6th Framework Programme supports two large trans-
European Integrated Projects in stem cell research: EuroStemCell (started in 
2004) and ESTOOLS (started in 2006). The two projects comprise 29 research 
teams from academic institutions and biotechnology enterprises active in 12 
states across the European Research Area. These projects therefore represent a 
significant force for integrating and advancing Europe’s R&D effort in stem cells. 
EuroStemCell is focussed on generating the scientific understanding required to 
take stem cell technology to the clinic; ESTOOLS aims to deepen knowledge of 
the basic biology of human embryonic stem cells and establish international 
standards. 
Significant scientific progress is being made in the two projects. However 
scientists in both consortia are concerned that heterogeneity in Europe’s stem 
cell politics and legislation seriously hinders the advancement of stem cell 
research and sharing of biomedical knowledge. Obstacles to research in some 
partner countries, in particular Germany and Italy, create problems for the free 
circulation of ideas and people in the European Research Area. This will delay 
discovery of new knowledge and the development of biomedical and 
therapeutic applications, the ultimate aims of Europe’s support for our research. 

On 19-20 April 2007, in Berlin, EuroStemCell and ESTOOLS jointly held a 
workshop on “Ethical aspects of stem cell research in Europe”. It was attended 
by 100 ethicists, philosophers, stem cell biologists, clinicians, legal experts, 
bioindustry representatives, European Commission officials and politicians from 
all over Europe. A report on the meeting will appear in a forthcoming issue of 
Cell Stem Cell, authored* by two Germans and two Italians who attended. The 
authors highlight important obstacles that hinder the achievement of the goals 
of Europe’s funding for these two projects:

“Projects that are perfectly legal in Sweden and the UK can draw a 3-year prison 
sentence in Germany. This incongruency creates a plethora of problems for 
international collaboration. Despite common funding by the 6th and 7th framework 
of the European Commission, scientists within Europe cannot freely exchange 
personnel and cell lines. Researchers from countries with very restrictive legislation 
such as Germany might even become liable by taking on coordinating positions 
within European networks comprising institutions that generate their own hESC lines. 
The [Berlin] meeting made evident that these problems severely hamper 
international collaboration and synergy development, which are instrumental in a 
multidisciplinary field such as stem cell research.” 

“There was also intense discussion about the ethical implications of individual
countries' stance that de facto withholds the development of novel biomedical 
applications from their populations... And... whether such restrictive legislations will 
be able to live up to this ring fencing once new stem cell-based treatments become 
available. Wherever such fundamental questions of moral and human value are 
raised, the ensuing polarization tends to become a minefield for politicians and 
decision-makers. Commonly the best way to survive in a minefield is not to move. But 
as several contributors to the Berlin meeting underscored, not moving also has a 
cost. And if one is serious about the ethical appraisal of stem cell research, one 
should at the very least also consider the ethical costs associated with delaying the 
fruition of stem cell research¹s potential benefits.”

Testa, G., Borghese, L., Steinbeck, J.A., and Brüstle, O. Breakdown of the potentiality principle and 
its impact on global stem cell research. Cell Stem Cell 2, in press. 10.1016/j.stem.2007.07.006.



Below we give examples where scientists in our two consortia express anxiety about the personal consequences, 
including punitive legal action in Germany, of normal scientific activities.

• ESTOOLS plans to hold a training workshop on techniques for culturing and 
manipulating human embryonic stem cells. This will include practical sessions with 
human ES cells in use by the consortium. We have reluctantly decided not to hold this 
workshop in Germany due to impossibility of making available in Germany any  cell 
lines derived after the arbitrary German cut-off date of 31 December 2001. Concern 
remains that any German researcher who takes part in such a course outside 
Germany may be liable to legal action on return to Germany. 

• The annual EuroStemCell summer school is the major advanced training school in 
stem cell research and regenerative medicine in Europe, comprising lectures by 
leading investigators on the latest developments in embryonic and tissue stem cell 
research. Fifty per cent of the participants in the course come from out-with the two 
consortia. German and Italian researchers are unclear whether they are allowed to 
use national or University funds to pay for their registration and participation in the 
course. 

• A key component of the ESTOOLS project is to compare different human ES cell lines 
and establish standard conditions for their culture and differentiation. To this end the 
project funds exchange visits between partner laboratories to enable side by side 
comparisons. German scientists feel unable to take up these opportunities because 
most other partners are working with human ES cell lines derived after 31 December 
2001 and they are unclear whether they could be subject to some penalty if they are 
involved in comparative research with such cells.

• Both EuroStemCell and ESTOOLS have concerns that a German partner who takes a 
position of responsibility in the Projects, for example on the Board of Directors or as 
Workpackage Leader, might be opening itself to punitive action in Germany.

• Italian Law n. 40 on assisted reproduction forbids the derivation of human embryonic 
stem cell lines but DOES permit research on established hES lines derived at any date 
whatsoever. However, contrary to the remit of this Law, the commission appointed by 
the former Health Minister to promote stem cell research is discriminating against 
embryonic stem cell research and has funded exclusively research on adult stem cells. 
There are many available hES lines which several cutting edge Italian labs could use 
to contribute to significant European progress, but the lack of funding for hES 
research, and the consequent illegitimate discrimination, are the main obstacle for 
Italian scientists to enter into productive collaborations with European colleagues.

We urge Europe’s legislators and administrators, who have the power to change the 
situation, especially in Germany and Italy, to act to enable all European scientists to 
work freely together in the pursuit of knowledge without fear of legal action or loss 
of research funding.
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Next page: 
our specific requests to the Governments 

in Italy and in Germany

About:
ESTOOLS
The 20 partners in ESTOOLS work across 
the borders of 10 countries. We aim to 
advance understanding of human 
embryonic stem cells, and the mechanisms 
and conditions that lead them to become 
more specialized cells. In parallel, 
dedicated workshops address ethical 
issues, and our training programme 
promotes the exchange of skills, 
knowledge and expertise throughout the 
European Research Area.

Coordinator Peter W. Andrews:
p.w.andrews@sheffield.ac.uk 

ESTOOLS Project Office
BMS / C227 Alfred Denny Building, Western 
Bank
Sheffield S10 2TN, Great Britain
Tel:  +44 114 222 1083  
 Fax: +44 871 263 6949
www.estools.eu    

EuroStemCell 
EuroStemCell brings together 16 partners, 
integrating a broad range of disciplines 
and laboratories across Europe. The 
centres involved collectively provide the 
skills and technologies necessary for 
ground-breaking stem cell research. The 
collaborative activities of our consortium 
are laying the groundwork for taking stem 
cell technology to the clinic - in the form of 
well characterised cell lines of embryonic 
and tissue origin and an advanced pre-
clinical skills and knowledge base.

Coordinator: Austin Smith:
ags39@cscr.cam.ac.uk 

EuroStemCell Project Office
Roger Land Building,
 The King's Buildings,
West Mains Road
Edinburgh, Scotland
EH9 3JQ
Tel: +44 131 651 7257          
Fax: +44 131 650 7773

www.eurostemcell.org
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JOINT STATEMENT ON THE SITUATION IN ITALY

Stem cell research is one of modern biology’s most dynamic 
and successful fields. It addresses fundamental questions on 
the development of organisms, advances understanding of 
disease mechanisms and drug toxicity, and lays foundations 
for effective regenerative therapies for several diseases. 
Europe leads in stem cell research, helped by those 
transnational collaborations that are a unique and distinctive 
strength of European research policy. 
In Italy, it is legal to work on already-established human 
embryonic stem (hES) cell lines from frozen discarded 
embryos but it is illegal to derive new hES cell lines. Our 
scientists stand ready and able to thrive alongside the best of 
our European colleagues in both human embryonic and adult 
stem cell research. However the legal research on hES cell 
lines is nullified by Italy’s public funding decisions: resources 
for human embryonic stem cell research are denied, allocated 
only to research on adult stem cells. This regulatory and 
funding limit hinders effective collaboration in Europe by 
Italian labs and runs contrary to the spirit of European 
funding, which expects that national resources align with 
European ones to promote scientific progress. We do 
welcome the Italian government’s withdrawal of support from 
the move to stop funding human embryonic stem cell research 
in EU Framework Programmes. But, for Italy to stay in this 
field of research, and to secure far reaching social and 
economic benefits, it must also act on Italian funding and 
regulation.
There is no scientific evidence to distinguish human adult from 
embryonic stem cell research with regard to their potential 
usefulness to treat currently incurable conditions. As emerged 
also at the latest meeting of the international stem cell scientist 
community, convened in Australia on 17-20 June 2007 (5th 
conference of the International Society of Stem Cell 
Research), it is important not to distinguish artificially between 
embryonic and adult stem cell research and to recognize 
that:
• The ultimately most useful source of cells for a specific 

disease at present cannot be foreseen.
• Therapies derived from both hES cells and adult stem cells 

will probably eventually find their place in the clinic. 
• Translation to the clinic requires understanding of basic 

stem cell biology that necessarily includes study of hES 
cells and their differentiation. 

• Stem cell biology is a single science; embryonic and adult 
stem cell studies complement and support each other; 
both are critical to understand the fundamental biology 
and the potential medical applications. 

The financial punishment in Italy of only human embryonic 
stem cell research is against scientific evidence and the 
international community’s view. We urge the Government of 
Italy to change this with a dedicated plan to endorse Italy’s 
great potential in this area .

LOCAL CONTACTS
G.Testa (giuseppe.testa@ifom-ieo-campus.it)

E.Cattaneo (elena.cattaneo@unimi.it) 

 JOINT STATEMENT ON THE SITUATION IN GERMANY

We ask the German government fully to recognize stem cell 
science as a cutting edge field of modern biotechnology and 
to act accordingly with a dedicated plan to endorse 
Germany’s great potential in this area. Our scientists stand 
ready and able to thrive alongside the best of our European 
colleagues in both human embryonic and adult stem cell 
research. It is the government’s duty to enable this.
Research on human embryonic stem cells in Germany under 
the Stem Cell Act from 18 July 2002 is forbidden in general; 
human embryonic stem cell lines imported from abroad are 
required to have been established from "surplus" embryos 
before 1 January 2002. Five years experience with this 
regulation led the Germany Research Foundation in 
November 2006 to seek urgent amendments:
• Abolish the cut-off date rule. German researchers should 

be allowed to use newer stem cell lines, created and used 
abroad, if derived from "surplus" embryos. The pre-2002 
embryonic stem cell lines now permitted for use in 
Germany for scientific purposes are often contaminated 
with animal cell products and viruses; they were not 
extracted under standard conditions. Constant 
multiplication presents much risk that these “old cell lines” 
accumulated mutations and are no longer comparable.

• Permit import of cell lines from overseas for diagnostic, 
preventative and therapeutic purposes. The current law 
states that import is only permitted for research. This 
prevents the development within Germany of new, 
application-based techniques.

• Lift the threat of prosecution and the associated 
international isolation and criminalisation of German 
scientists. The scope of the law on stem cell research 
should be clearly limited to the German inland. German 
researchers would no longer be running the risk of 
prosecution, either from being involved in international 
collaborations (including EU-funded projects) or for 
working in overseas laboratories with cells that are not 
permitted in Germany.

The experts at the 9 May 2007 Germany Bundestag public 
hearing confirmed there is no scientific evidence to restrict 
research to adult stem cells: development of future therapies 
and medical products requires complementary research on 
adult and embryonic stem cells. 
Germany has made continuous valuable contribution to stem 
cell science. In order to stop the isolation of our researchers 
and keep German research internationally competitive, 
German law for research on human embryonic stem cells 
must change. Removing legal uncertainty for Germans will 
attract young people to this biotechnology of the future and 
avoid migration of talented scientists.
We urge the German government to give the possibility to our 
stem cell researchers to be able to develop the best future 
therapies and products as 'Made in Germany'.

LOCAL CONTACTS
O.Brüstle (brustle@uni-bonn.de)

I.Herrmann (herrmann@stammzellen.nrw.de)
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