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After a comprehensive authorisation 
procedure, including favourable scientific 
opinions, the European Commission (EC) 
approved cultivation of the Amflora starch 
potato on 2 March 2010. This is the first 
genetically modified (GM) crop which has 
been authorised in the EU in 12 years. 

This GM potato is not intended or 
authorised as food, but for the production 
of starch for industrial applications. Its by-
products, however, may be used as feed. 
According to the EC, it will optimise the 
production process and allow savings on 
raw materials, energy, water and oil-based 
chemicals. 

The EC authorisation to cultivate Amflora 
prompted strong reactions in many 
Member States and in the EP. 

BASF, the company which sought 
authorisation, is planning to plant several 
hundred hectares of this potato in 
Germany, the Czech Republic, Sweden and 
the Netherlands. It also plans to seek 
authorisation of two more genetically 
modified potatoes. 
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Context 

The EC decision to authorise the cultivation 
of the genetically modified Amflora potato 
has re-launched the debate on the use of 
Genetically Modified Organisms (GMOs) in 
Europe. 

Green associations are fiercely against the 
cultivation of genetically modified plants in 
Europe, while others underline the need to 
maintain and develop Europe's 
technological advance, and the severity of 
the EU licensing procedures which protect 
both the environment and consumers. 

Many reactions came from the political 
world, both in Member States (MS) and in 
the European Parliament (EP). Those in 
favour consider this decision as a first step 
for new, science-based developments of 
EU's agriculture. Those against question the 
functioning of the EU legislation on GMOs, 
and the relative lack of power of MS to 
decide on the authorisation of GMO 
cultivation on their territory. 
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EU rules on GMOs 

Regulation (EC) 1829/2003 on genetically 
modified food and feed provides the 
general framework for regulating 
genetically modified food and feed in the 
EU. It is supplemented by Regulation (EC) 
1830/2003 on the traceability and labelling 
of GMOs placed on the market. The 
Regulations do not require labelling of 
products such as meat, milk or eggs 
obtained from animals fed with genetically 
modified feed. 

Directive 2001/18/EC on the deliberate 
release of GMOs into the environment  
outlines the principles for, and regulates, 
experimental releases and the placing on 
the market of GMOs in the EU. 

The EP, supported by the Council, insisted 
on the inclusion of the precautionary 
principle in the directive. This is reflected in 
two mechanisms: the authorisation 
procedure and the safeguard clause. 

Authorisation procedure 
A company which envisages placing a GMO 
on the market has to obtain a written 
authorisation. The request is submitted to 
the competent national authority of an EU 
MS. The national authority must express an 
opinion, and when the opinion is favourable 
the MS must inform the other MS and the 
Commission. These can make comments 
and present objections.  

If objections are raised, a conciliation phase 
between the MS, the Commission and the 
company takes place. If the conciliation is 
unsuccessful, then a decision must be taken 
at European level.  

In this case, the Commission requests as a 
first step a scientific opinion from the 
European Food Safety Authority (EFSA)1. 

EFSA provides scientific opinions on the 
applications for the placing on the market or 
for renewal of the authorisation of GM 
organisms, or food, food ingredients, feed 
materials, feed additives and food additives 
produced from GMOs. In all the 44 opinions 
published so far, the EFSA Panel confirmed 
the conclusions of the risk assessment made 
by the competent national authority. Thus, 
in every case, they found that the organism 
or product under examination was unlikely 
to have adverse effect on human and animal 
health or on the environment. 

After EFSA's green light, the Commission 
submits a draft decision to the regulatory 
committee, made up of MS representatives, 
for opinion. If this committee expresses a 
favourable opinion by a qualified majority, 
the Commission adopts the decision. 
Otherwise, the draft decision is forwarded to 
the Council for adoption or rejection by a 
qualified majority. If the Council does not 
act within three months, the Commission 
adopts the decision. 

Safeguard clause 
Article 23 of Directive 2001/18/EC stipulates 
that if a MS has valid and new scientific 
reasons to consider that a GMO that has 
obtained a marketing authorisation 
constitutes a risk to human health or the 
environment, it can prohibit temporarily its 
use and/or sale on its territory. Six MS 
currently apply safeguard clauses: Austria, 
France, Greece, Hungary, Germany, and 
Luxembourg. 

Consulted by the Commission on the 
legitimacy of appeals under the safeguard 
clause, EFSA concluded each time that the 
scientific evidence presented by the MS was 
not sound. Despite that, the Council 
rejected Commission proposals aimed at 
abolishing the national safeguard measures.  

http://eur-lex.europa.eu/pri/en/oj/dat/2003/l_268/l_26820031018en00010023.pdf
http://eur-lex.europa.eu/pri/en/oj/dat/2003/l_268/l_26820031018en00010023.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:268:0024:0028:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:268:0024:0028:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:106:0001:0038:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:106:0001:0038:EN:PDF
http://www.europeanvoice.com/article/2009/03/austria-and-hungary-win-fight-over-national-gm-bans/64150.aspx
http://www.europeanvoice.com/article/2009/03/austria-and-hungary-win-fight-over-national-gm-bans/64150.aspx
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In December 2008, the environment council 
asked the Commission to review the GMO 
approval process. 

International trade issues 

The EU regulatory framework for GMOs 
takes account of the EU's international trade 
commitments and of the requirements of 
the Cartagena Protocol on Biosafety2. 

In May 2003, the United States, Canada and 
Argentina launched a World Trade 
Organization (WTO) case against the EU 
concerning the authorisation regime for 
GMOs. The complainants challenged in 
particular the long delays in the analysis of 
product applications, and the national 
safeguard measures adopted by certain MS. 
They claimed there was a de facto general 
moratorium on GMOs approval in the EU. 

In November 2006, the WTO condemned 
the EU authorisation regime for GMOs. The 
EU announced its intention to conform to 
the WTO’s recommendations, but subject to 
a reasonable period of time. 

Amflora starch potato 

On 2 March 2010, the EC adopted by written 
procedure two decisions concerning the 
genetically modified Amflora starch potato. 
The first (adopted under Directive 
2001/18/EC) authorises the cultivation of 
Amflora in the EU for industrial use, and the 
second (taken under Regulation (EC) No 
1829/2003) relates to the use of Amflora's 
starch by-products as animal feed. 

Starch potatoes are varieties not used for 
food purposes, specifically selected for the 
production of starch. However, the by-
product of the starch production (potato 
pulp) may be incorporated in farm animal 
feeds, thus re-entering the human food 
chain. 

Natural starches are mixtures of amylose 
and amylopectin. For technical applications 
in the paper, textile and adhesives 
industries, only amylopectin is needed. The 
Amflora GM potato has been developed to 
produce starch which is composed almost 
exclusively of amylopectin. 

According to the EC, this genetic 
modification will save raw materials, energy 
and water- and oil-based chemicals. 

The decision provides for strict cultivation 
conditions to prevent the possibility that 
genetically modified potatoes will remain in 
the fields after harvest and to ensure that 
Amflora's seed will not be inadvertently 
disseminated into the wider environment.  

Mr Dalli, European Commissioner for Health 
and Consumer Policy, pointed out that 
because potatoes reproduce through 
propagation rather than through pollen-
transfer, the risk of spreading the genetic 
material to other varieties was limited. 

Commissioner Dalli also announced that he 
will propose by summer 2010 a measure to 
allow MS to decide whether or not they wish 
to cultivate GM crops on their territory3. He 
did not state whether it would be a revision 
of legislation or simply a more flexible 
reading of existing texts on the safeguard 
clauses. This is in line with the political 
guidelines of EC President Barroso of 
September 2009. 

History of the procedure 
In January 2003, the German chemical 
company BASF submitted in Sweden a 
request for authorisation of the placing on 
the market of Amflora. The BASF request 
and the positive assessment of the Swedish 
competent authority were forwarded to the 
other MS in May 2004. Several MS raised 
objections4. EFSA was consulted, and 
published its opinion in February 2006. EFSA 

http://www.efsa.europa.eu/en/scdocs/doc/323.pdf
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concluded that Amflora is unlikely to have 
an adverse effect on human and animal 
health or on the environment in the context 
of its proposed uses. 

The EC then submitted to the Council a draft 
decision, which was considered by the 
Agriculture Council on 16 July 2007 and 
then again on 18 February 2008. No 
qualified majority was reached5. Therefore 
the dossier was sent back to the EC for 
decision under its own authority. 

The EC requested a new EFSA opinion on 
the presence of a marker gene for antibiotic 
resistance in the potato. 

ARM. In order to identify and select the cells 
with the newly introduced genes, the genes 
carrying the desired traits may be associated 
to so-called "marker genes", for instance 
genes coding for antibiotic resistance (ARM). 
Using these markers, only the cells that are 
genetically modified are resistant to the 
antibiotics in question and are kept in the 
process of selection for a GM plant. 

The Amflora starch potato contains a gene 
that produces an enzyme which neutralizes 
the effects of two common antibiotics.6 
Critics say that the gene, if spread in nature, 
may diminish the effectiveness of antibiotics 
rendering people more vulnerable to 
infection. 

According to the EC, the presence of the 
ARM gene in Amflora was subject to the 
highest scrutiny. 

The EC also points out that other GM 
products containing ARM genes are already 
authorised in the EU: a maize variety 
authorised for all uses with the exception of 
cultivation, and some cotton strains. 

EFSA found that there was no threat to 
human health, and provided a new positive 
statement on 11 June 2009. 

However, the EC choose to wait to proceed 
with this authorisation until the new College 
had taken functions. 

It is the first approval for a GM crop to be 
grown on a commercial scale in EU since 
1998. 

Reaction in the Member States 

Two MS - Austria and Italy - announced that 
they will activate their safeguard clause to 
ban the cultivation of this GMO on their 
territory. Italian Agriculture Minister Luca 
Zaia urged the other EU MS to join forces 
with Italy to combat GMOs. 

By contrast, German Agriculture Minister Ilse 
Aigner welcomed the decision, underlying 
that the cultivation of the Amflora potato for 
industrial use was supported by the new 
German Federal Government in its coalition 
agreement. Germany does not plan to allow 
the potato to be cultivated for use in animal 
feed. 

The German center-right press observed 
that "The European Commission's decision 
was long past due". The center-left, on the 
contrary, has shown concern. 

According to the press, Irish Government 
policy is to have no GM crops. 

Invited by Greenpeace to activate its 
safeguard clause, France awaits the opinion 
of its Haut Conseil des biotechnologies 
(HCB). But Chantal Jouanno, Secretary of 
State for Ecology in the French government, 
has questioned the expertise and the 
independence of EFSA. 

The French press suggested that some EFSA 
Panel members may have strong links with 
biotechnological firms, and that the studies 

http://www.efsa.europa.eu/en/scdocs/doc/1108.pdf
http://www.efsa.europa.eu/en/scdocs/doc/1108.pdf
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used by EFSA for its advices are carried out 
by the seed producers. 

In Spain, ecologist and consumer 
organisations called a protest march for 
April 17 against the policies of the 
Environment Ministry, which has actively 
supported the EC decision. Spain is the only 
country in the EU that allows large-scale 
production of the sole GM foodstuff 
previously authorized in the EU, a variety of 
maize of which Spain produces 80% of the 
EU's harvest.  

Friends of the Earth Europe accused 
Commissioner Dalli of having ignored public 
opinion and safety concerns to please the 
world's biggest chemical company. 

Greenpeace EU agriculture was very critical 
of the lack of debate within the EC, as the 
decision was taken by written procedure. 

The International Federation of Organic 
Agriculture Movements said that organic 
and conventional farmers will have to face 
even higher costs to keep food production 
chains free from GMOs. 

The biotech industry representative body 
EuropaBio welcomed the Commission's 
decision, suggesting that the approval 
represents a step in the right direction and a 
return to science-based decision making. 
The organisation's secretary-general said 
that “there are a further 17 products in the 
approval process for cultivation and 44 
products awaiting authorization for food 
and feed as well as for import and 
processing in the EU”. 

Reaction in the European Parliament 

MEPs Joseph Daul, President of the EPP 
Group, and Werner Langen (EPP) welcomed 
the EC's decision. Mr Daul said the decision 
is "a positive step which was long overdue" 
and "will strengthen the competitiveness of 

European agriculture as well as the position 
of Europe as a centre of knowledge and 
innovation". 

This positive reaction was echoed by MEP 
Britta Reimers of the ALDE Group, member 
of the Agriculture committee. 

MEPs of the Greens/EFA Group, on the 
contrary, strongly oppose the decision. 
Greens/EFA Co-Presidents Rebecca Harms 
and Daniel Cohn-Bendit protested in a letter 
addressed to Commissioner Dalli. MEP 
Martin Häusling, member of the Agriculture 
committee, said approval of the potato "flies 
in the face of the 70% of consumers who are 
against GM food, as well as the anti-GM 
position of the European Parliament''. 

Further criticism was voiced by two French 
MEPs of the ALDE Group, Corinne Lepage, 
Vice-Chair of the Environment committee, 
and Jean-Luc Bennahmias. Both expressed 
doubts on the independence of EFSA. 

The authorisation procedure for the Amflora 
potato was the subject of three written 
Parliamentary questions. One (P-6028/09) 
requested a rapid, favourable conclusion of 
the authorisation process; two (P-4070/07 
and E-5092/07) were against the GMO 
potato. 

Future developments 

BASF plans to begin cultivating Amflora this 
year in the Czech Republic and Germany, 
and indicated having agreements for 
additional commercial cultivation in the 
Netherlands and Sweden in the coming 
years. The company said it expected peak 
license fees of about €20-30 million per 
annum. 

BASF also intends to submit applications for 
the approval of two more genetically 
modified potatoes. One is for human 
consumption. 

http://www.europabio.org/
http://www.europabio.org/PressReleases/green/100302_Commission_Approves_Five_GMOs.pdf
http://www.greens-efa.org/cms/topics/dokbin/330/330295.amflora_potato_letter_to_commissioner_jo@en.pdf
http://www.europarl.europa.eu/sides/getDoc.do?type=WQ&reference=P-2009-6028&format=XML&language=EN
http://www.europarl.europa.eu/sides/getDoc.do?type=WQ&reference=P-2007-4070&format=XML&language=EN
http://www.europarl.europa.eu/sides/getDoc.do?type=WQ&reference=E-2007-5092&format=XML&language=EN


Library Briefing The genetically modified Amflora potato 
 

 

 

Author: Alessandro Piccioli  100028REV2 

Contact:  32967 - alessandro.piccioli@europarl.europa.eu Page 6 of 6 

 

Further reading/Main references European Commission web site on genetically 

modified food and feed  
Certains aspects de la directive 2001/18/CE 
relative à la dissémination volontaire d'OGM 
dans l'environnement / Library of the European 
Parliament, Briefing No 018/2008 

EFSA Scientific Documents 

EFSA opinion on the Amflora potato 

 
European Commission - GMOs in a nutshell  

Disclaimer and Copyright 

This briefing is a summary of published information and does not necessarily represent the views of the author or the 
European Parliament. The document is exclusively addressed to the Members and staff of the European Parliament for 
their parliamentary work. Links to information sources within this document may be inaccessible from locations outside 
the European Parliament network. Copyright © European Parliament, 2011. All rights reserved. 

 

Endnotes 

                                                           
1 EFSA is the EU risk assessment body for food and feed safety. It was established to provide independent scientific advice on 

matters with a direct or indirect impact on food and feed safety in the EU. The EFSA's Scientific Panel on Genetically Modified 
Organisms is charged of the risk assessment of GMOs. 

2 That is annexed to the UNEP’s Convention on Biological Diversity, which entered into force on 11 September 2003. The overall 
purpose of this United Nations agreement is to establish common rules to be followed in transboundary movements of GMOs 
in order to ensure, on a global scale, the protection of biodiversity and of human health. 

3 This issue was first requested by Austria during a meeting of EU environment ministers on 25 June 2009. This view was officially 
supported by Bulgaria, Ireland, Greece, Cyprus, Latvia, Lithuania, Hungary, Malta, Poland, and Slovenia. 

4 The identity of these MS has not been disclosed. 

5 On 18 February 2008, ten of the 27 ministers voted in favour (Belgium, the Netherlands, the Czech Republic, Slovakia, Estonia, 
Spain, Bulgaria, Finland, Sweden and UK), four abstained (France, Ireland, Portugal and Germany) and the others voted against 
(Denmark, Romania, Austria, Malta, Luxembourg, Latvia, Italy, Greece, Lithuania, Cyprus, Poland, Hungary and Slovenia). 

6 Kanamycin and neomycin. They are both categorized by the WHO Expert Group on Critically Important Antimicrobials for 
Human Health as "Highly Important Antimicrobial". Kanamycin is used as a second-line drug for the treatment of infections 
with multiple drug-resistant tuberculosis. 

http://ec.europa.eu/food/food/biotechnology/qanda/e6_en.htm�
http://ec.europa.eu/food/food/biotechnology/index_en.htm�
http://www.library.sso.ep.parl.union.eu/earc/Library_Briefings/2008/018.pdf
http://www.library.sso.ep.parl.union.eu/earc/Library_Briefings/2008/018.pdf
http://www.library.sso.ep.parl.union.eu/earc/Library_Briefings/2008/018.pdf
http://ec.europa.eu/food/food/biotechnology/qanda/e6_en.htm#e
http://ec.europa.eu/food/food/biotechnology/index_en.htm
http://ec.europa.eu/food/food/biotechnology/index_en.htm
http://www.efsa.europa.eu/en/gmo/gmoscdocs.htm
http://www.efsa.europa.eu/en/scdocs/doc/323.pdf
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