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Introduction 
 
This Consultation was foreseen in Article 45 of Regulation 179/2002 which states that 
within three years of the entry into force of the Regulation, the Commission was 
mandated to prepare a Report on the possibility of introducing a legislative proposal 
enabling the EFSA to charge fees for the processing of authorisation dossiers 
presented by industry. 
 
Some general observations: 
 

1. This consultation is being instigated within the three-year timeframe as stated 
in Article 45 of Regulation 179/2002. Unfortunately, in the first three years of 
its operation the EFSA has had two headquarters and only recently finally 
moved permanently to Parma, Italy. Although it has completed much good 
work in these years, it is very much an Agency in its infancy and therefore it 
may not be the most appropriate time to be asking it to re-organise its 
procedures in order to allow for the charging of fees. 

2. The issue of the charging of fees for authorisation files vis-à-vis foodstuffs in 
comparison to pharmaceuticals is totally different. All pharmaceuticals must 
be authorised before they are placed on the marketplace, that is not the case 
with foodstuffs and this fundamental point should be taken into account when 
discussing this issue. 

3. In the Commission document drawn-up for the public consultation I was 
concerned that limited actual budgetary figures were supplied in order to be 
able to get an overview of the sums of money involved. I believe that this is a 
major hindrance to anyone making a decision as to the merits or de-merits of 
the EFSA introducing fees for authorisation files. The question cannot be 
simply discussed in terms of a philosophical argument as to whether it is good 
or bad for the EFSA. 

 
Question 4.3 
 
The Commission asks for views as to the Option for identifying those liable to pay 
fees and the document in Section 3 highlights four areas where fees are presently 
charged by national authorities in relation to foodstuffs (plant protection products, 
MRLs for pesticide residues, feed additives and novel foods).   
 



Unfortunately, Section 4  really discusses whether all applicants for an authorisation 
should pay a fee and whether there should be a distinction made between whether the 
authorisation relates to the specific applicant or whether the authorisation is merely 
generic and is of benefit to others.  
 
The document states ‘the distinction between the two procedures is often not entirely 
obvious’. I believe that this section of the Commission’s paper lacks specific 
examples of likely fees envisaged to be introduced by the EFSA. It is a completely 
general discussion on fees allowing the reader little opportunity to decide between 
which is the better option. To ask all applicants to pay a fee is a simple method but as 
I have mentioned before foodstuffs are not like pharmaceuticals, therefore not all 
foodstuffs need to be authorised, yet if a company wants to authorise a smoke 
flavouring even if other food companies may use that flavouring in future it seems 
sensible that they would have to pay an authorisation fee. Also, there is the issue of 
SMEs – the EMEA does provide specific measures for such companies and this issue 
would have to be integrated into any discussion between option 1 or option 2. 
 
In conclusion on Question 4.3 I believe that these questions really come into play 
after you have decided whether to introduce fees in the first case. Since the paper 
provides no example fees, no calculation as to the number of applications, no 
inventory of existing legislation where fees could be charged I believe that one is at a 
loss to decide the merits between option 1 or 2. While option 1 seems like the easier 
solution, option 2 offers a degree of flexibility especially in relation to SMEs so in 
that case it would seem, with the limited information supplied, the better option. 
 
Question 5.3 
 
The Commission asks for views on the advantages or disadvantages of the EFSA 
charging fees for authorisation files. 
 
The example of the EMEA is mentioned in the document in relation to the charging of 
fees. As mentioned before foodstuffs are somewhat different to pharmaceuticals but 
again I am concerned that the document just asks you to look at the EMEA website 
but seems to have completed no study of the EMEA’s fees structure/system and how 
it could be introduced into the EFSA model. A list of existing EMEA fees are 
provided but again as I have commented before there is no list of likely fees for 
various authorisation files submitted to the EFSA. The reader is not provided with the 
total number of authorisation files submitted to the EFSA – the number of 
applications is supplied but my understanding is that these are not the same as 
authorisation files.  
 
In most businesses a cost & benefit analysis is completed on any new change to 
procedures in the company – all we are told later in the document is that if fees were 
introduced there would be no major administrative costs it would just need two 
additional members of staff. The Commission Paper lacks a detailed cost & benefit 
analysis and therefore is asking readers to decide upon the issue mainly in relation to 
philosophical arguments.  
 
At the same time the document makes a strong plea that the EU budget for the EFSA 
has been frozen for the 2007-2013 period yet at the same time the EU is giving the 



Authority more and more functions for example recently in relation the new Nutrition 
& Health Claims Regulation. The paper wonders if the EFSA will be able to complete 
these new tasks on the Budget provided by the EU. I don’t see mention of whether if 
the EFSA does charge fees, the money obtained will be ring-fenced and agreed to be 
‘in addition’ to the EU subvention. This is a critical point – if fees provide a 
substantial amount of money to the EFSA, it is naïve to think that the Council & 
Parliament won’t take that into account and decrease the EU subvention. 
 
Taking the example of the EMEA in its 2005 Budget [latest figures I could get from 
their website] it received 77.4M€ in fees and 18.4M€ in EU subvention. The overall 
budget for the EMEA was 111.9M€ and therefore the shortfall it receives from other 
sources. The important point here is that 70% of its budget is obtained from fees – 
reflecting the fact that all pharmaceuticals are authorised. Again, since the 
Commission Paper provides no cost-benefit analysis, the reader is at a loss to 
ascertain what percentage of the EFSA’s budget could be covered by charging fees. 
 
The EMEA generally has a good image amongst industry representatives – partially I 
would suggest because industry is paying for its operations. In a situation where it 
must authorise all its products, then Industry will generally be in favour of the 
authorising regulator – there may be a difference with a regulator that authorises its 
products from time to time. Industry in such a scenario will then have a tendency to 
state that it is not getting a good service from the regulator. I fear that such a situation 
could occur to the EFSA, especially as it has only recently been fully operational in its 
new HQ in Parma, Italy. I believe that the EFSA would be able to withstand industry 
criticisms like this in the near future but not at the moment – I am thinking in 
particular of time-limits for the EFSA to complete its work on authorising files. If the 
EFSA structures are not robust enough, I fear industry would be constantly 
complaining that even though it pay fees the EFSA cannot get its work done in the 
allotted timeframe. Such a scenario would badly undermine the reputation of the 
EFSA and it should be taken into account in any decision as whether to introduce 
fees.  
 
Finally, in establishing the EFSA following the BSE & Dioxin crisis, much was made 
of the need for the EFSA’s scientific committees to be independent. The Scientific 
Panels established by the EFSA are a welcome change where all participants must 
make a declaration of interests. It is most important that if the charging of fees is 
introduced by the EFSA, this fundamental principle, established by the Commission’s 
Communication on Consumer Health and Food Safety (May 1997) is not undermined. 
 
In conclusion, I believe at this stage in the development of the EFSA, it should not 
charge fees to industry for certain of its services. My reasoning for this is that the 
EFSA structures are not yet ready to charge fees and my concern is that the 
independence of scientific assessment could be undermined. On the other hand I don’t 
think that the decision on not charging fees should be final. In that case, I believe that 
the Commission should return to this issue in future, possibly in another three years 
i.e. 2010. In the meantime, the Commission should prepare a well researched 
study/cost-benefit analysis on the EFSA charging fees, taking into account other 
examples both in terms of EU Agencies, National Agencies/Regulatory Authorities 
and third countries experience in this area.    
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