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1. The UK Food Standards Agency has led in the preparation of this 
response.  It did not conduct a consultation of British stakeholders, who 
were invited to comment direct to the Commission or via their British or 
European representative organisations.  

 
Advantages and Disadvantages of Charging Fees
 

2. The different Community authorisation regimes with which EFSA is 
concerned differ in nature and there does not appear to be a simple 
approach to charging which is appropriate to all cases. The UK can see 
merit in EFSA charging for its work on authorisation files where the 
application is specific to commercial products or companies (variation on 
option 2 at 5.2 of the paper), but not in other cases.   

 
3. In principle, firms deriving clear and direct commercial benefit should pay 

for work done by public bodies which could lead to the authorisation of 
products.  This is the situation where the European Medicines Evaluation 
Agency charges for the authorisation of human and veterinary medicines. 
However, there are few parallels where the food and feed industries are 
concerned.  

 
4. Supporting arguments for EFSA charging fees in certain authorisation 

situations are the security of adequate funding and a more professional 
service.  Both points are covered in the Commission’s paper.  Most public 
sector bodies, whether national or European, often struggle to secure 
sufficient funds from the public purse given the many other competing 
claims on it.  

 
5. Whilst the Commission correctly draws attention at 5.2.2 of its paper to 

the risk of a perceived reduction in the independence of EFSA and its 
scientific opinions, there are the offsetting factors of this as identified in 
the Commission’s paper.  Moreover, the allegation of a lack of 
independence can be exaggerated and in the case of the EMEA we are 
not aware of any evidence to support theoretical allegations. This would 
be the case for EFSA provided procedures are set to ensure that 
applications are dealt with fairly and independently.    

 
6. The second main disadvantage of charging – additional costs to industry - 

does have a particular resonance where small and medium sized 
enterprises (SMEs) are concerned.  They are far less well placed than 
larger businesses to produce technical dossiers of required information in 
the first place.  Any fees would have a disproportionate impact on SMEs 
and it would therefore be necessary to introduce reductions if not 
exemptions in any fee system. 
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7. A further argument against charging is the need to avoid additional 
administrative burdens, a key aspect of the better regulation agenda.  
Additional paperwork/forms would inevitably be associated with a new 
charging system.  Moreover, the legislative proposal introducing any 
charging by EFSA would have to be accompanied by an impact 
assessment.  There would be in most cases be specific and variable 
impacts on individual businesses, especially significant in the case of 
SMEs.  

 
8. Any charging arrangements for and by EFSA should take account of other 

charging mechanisms in terms of impact. These include payments to the 
Joint Research Centre, such as those charged for validation of analytical 
methods for genetically modified food and feed. 

 
Options for Identifying those Liable to Pay Fees  
 

9. The UK can only support fees being payable by those applicants who will 
profit solely from the authorisation (section 4.2, option 2).  This would 
apply where the applicant becomes the authorisation holder, and where 
the applicant becomes a particular beneficiary by virtue of protection of its 
data  intellectual property rights as specified in EC measures.  It would be 
iniquitous however for an applicant who prepares a dossier and seeks 
authorisation on behalf of many, or where a whole sector could benefit, to 
bear not only the cost of compiling the dossier (application) but also to 
have to pay a fee.  This would serve as a further disincentive for people to 
make applications.  There would be an increased risk of avoidance of the 
rules which required products to be authorised.  The charging of a fee 
could also restrict innovation if the costs and associated procedures 
become a real or perceived obstacle. 

 
10. Thus, the second indent under 4.2 is particularly relevant.  EFSA’s work of 

assessment as part of an authorisation procedure where the approved 
products are generic, for use by more than one person or business, 
should not be subject to payment of a fee.  For example, on current plans 
food additives are likely to fall into this category; so whilst one company 
might put forward data to support a positive listing, any company could 
then make use of it, subject of course to the applicant’s intellectual 
property rights. Any anomalies where there are positive lists involving 
generic products but where there are also specified authorisation holders 
would require separate discussion and resolution where fees are 
concerned.  A sector by sector approach would be appropriate.  

 
11. Option 2 should also involve particular account being paid to the 

difficulties faced by SMEs.  They are far less well placed than larger firms 
to produce dossiers of required information in the first place.  SMEs 
should have special status and any fees should either be considerably 
abated or not chargeable where they are concerned.  

 
12. A further point to consider is the practicality of applying an authorisation 

and charging regime where the originator of the application and 
supporting information is based outside the EU.  Where single EU-based 
applicants apply for ‘protected’ authorisations, the charging regime is 
relatively easy – payment up front with the work not proceeding until the 
payment is received. Some believe it might be more complicated gaining 
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payment from companies outside the EU despite the presence of their 
agents inside the Union. 

 
13. Particular attention is necessary in cases where, for example with certain 

animal feed additives, a product-specific authorisation is subject to 
reauthorisation after an initial ten years. At this point the subsequent 
reauthorisation would be made on a generic basis and potentially benefit 
a number of companies. 

Other issues 

14. We have two additional points about the way we believe any EFSA 
charging should work.  First, there needs to be some mechanism of 
accountability whereby EFSA justifies its fees to those who have to pay 
them. This will lead sectors and businesses to question the depth of 
information required by EFSA to undertake an assessment. As indicated 
in the Commission’s paper, the amount of the fee should not exceed the 
cost of the assessment. Second, if it is decided that EFSA may charge for 
the work it does, Member States must also be permitted to charge 
independently for the different work that they do on a national basis.  We 
are opposed to a system of centralised fees whereby only EFSA can 
charge and then it subcontracts work to Member States for a fee that the 
Authority determines.  This is not the way the Plant Protection Products 
Directive 91/414/EEC operates, for instance. National authorities and 
agencies should be allowed to recover full costs for the work they do even 
if EFSA is also setting a charge for its work. 

Conclusion 

15. Subject to wide exemptions in practice, the UK agrees with the principle 
that work undertaken by EFSA leading to the authorisation of products or 
labelling claims should be chargeable. It is necessary to take account of 
whether the applicant is the sole commercial beneficiary. This includes 
where the applicant concerned has protection of data though Community 
measures. For example, charging could be applied to work done by EFSA 
on pesticide authorisations under Directive 91/414/EEC and on maximum 
pesticide residue levels. Other sectors will require separate consideration. 

16. It is important that any charging regime respects and takes account of the 
disadvantageous position faced by small and medium-sized enterprises. 
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