
John Dalli 
M e m b e r of the European Commiss ion 

Brussels, 17. 07 2012 

Dear Hon Members, 

I thank you for your letter dated 12 June 2012 related to cultivation files. 

In your letter you called for a suspension of pending application files for cultivation, on the 
grounds of the December 2008 Environment Council Conclusions and your doubts about the 
independence of the European Food Safety Authority (EFSA). 

Let me first underline that the Commission worked assiduously over the past years to 
successfully deliver on the conclusions of the December 2008 Environment Council: 

• the requests on tightening the risk assessment have been met, or are close to being met, as 
illustrated by the advanced work on reinforcing the Environmental Risk Assessment 
(ERA): a legal text is currently under discussion with Member States; 

• a conference on post marketing environmental monitoring (PMEM) was organised in 
March 2012; a Commission's Recommendation to Member States on PMEM is under 
preparation; 

• a Commission's Recommendation on coexistence was published in July 2010 and a report 
from the Commission to the European Parliament and the Council on socio-economic 
implications of GMO cultivation was published in April 2011, followed by a public 
conference on socio-economic impacts of GMO cultivation in October 2011 and the 
founding of a technical working group on socio-economic impacts of GMO cultivation 
by the Commission and the Member States. 

On your specific concern regarding the risk assessment of pending GMO applications for 
cultivation, the conclusions of the December 2008 Environment Council indeed required 
strengthening the criteria for ERA. However they did not consider though that until then these 
had been inadequate, or worse, not meeting existmg legal requirements laid down in Annex II 
of Directive 2001/18/EC. Along this line, the conclusions of the Council made clear that this 
strengthening of the ERA guidelines should be done taking into consideration the necessity of 
continuing processing applications without undue delays and respecting the relevant EC 
international obligations. 

I would also like to highlight that the current absence of legal value of the EFSA guidelines 
does not prevent them from being duly applied and taken mto account in the authorisation 
process. The Commission is paying particular attention to the fact that GMOs for which an 
opinion of EFSA was already published some time ago are reconsidered in this new context, 
as illustrated by the supplementary opinions issued by EFSA on different GMOs. 

Ms. Rebecca Harms 
Member of the European Parliament 

Mr. Daniel Cohn-Bendit 
Member of the European Parliament 
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As regards the Cultivation proposal, I do not think that full completion of the delivery on the 
conclusions of the December 2008 Environment Council should be a precondition to any 
move forward on this file. Let me remind you that the main goal of this legislative proposal is 
to allow Member States to restrict or ban cultivation of GMOs on their territory based on 
grounds other than risk and science. Therefore, implementation of Environment Council's 
conclusions and the discussions on the cultivation proposal can perfectly, and actually have to 
run in parallel, as two complementary initiatives aiming to mutually improve the robustness 
and transparency of the European GMO regulatory system. This is why I remain strongly 
committed to work towards a first reading agreement in the Council on the Cultivation 
proposal, and I count on your support when the second reading will start in the European 
Parliament. 

Moving to EFSA, the Commission regrets the appointment of Mrs Bánáti, formerly Chair of 
EFSA, as Executive Director of the International Life of Sciences Institute (ILSI). However, it 
should be understood that unlike EFSA staff, Management Board members are not 
remunerated by the Authority and are not subject to the EU staff Regulations (Article 110 of 
the Staff Regulations). Mrs Bánáti immediately resigned from the Management Board on her 
appointment. 

You suggest that this episode may have compromised EFSA's scientific opinions. I can assure 
you that this could not have been the case as Management Board members have no power to 
review EFSA's scientific outputs. In addition, I am satisfied that EFSA implements good 
governance in the functioning of its Management Board which mitigates against undue bias in 
its decision making. For example, decisions are taken collegially with the publications of all 
documentation, open public access to the meetings and availability of verbatim recordings of 
the meetings. 

With regard to Ms Renckens' case, EFSA has informed the European Ombudsman that it has 
now in place all necessary measures to ensure that a similar case should not arise in the future. 
It explained that this was the first such case and in 2010 and 2011 thirty-six former employees 
have left the Authority and one moved to an "industry" in a sector related to EFSA's remit 
which was dealt with in accordance with the updated provisions. I am therefore reassured that 
EFSA has learned from its first experience and has taken the necessary measures to avoid 
such incidents in the future. 

I believe that the elements described above should reassure you and demonstrate our 
willingness to ensure that the best science is applied in the risk assessment, and also to 
explore more extensively and independently the socio-economic dimensions of GMOs. 

Yours sincerely, 


