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Consultation paper on the feasibility and advisability of presenting a legislative 

proposal 
enabling the European Food Safety Authority (EFSA) to receive fees for processing 

authorisation files 
 

A submission from The Health Food Manufacturers’ Association (HFMA) 
 
Introduction 
 
The HFMA is a non-profit organisation that was founded in 1965 to represent the interests 
of manufacturers and suppliers of specialist health products in the UK. Our circa 140 
member companies include many suppliers of specialist food supplements and health 
foods. 
 
The HFMA operates three long-standing codes of practice – for GMP, Labelling & 
Advertising and 
Upper Safe Levels for Supplements – to ensure that member companies adhere to high 
standards and offer good quality, safe products to UK consumers. 
 
Overview 
 
The HFMA is highly concerned by the proposal from the European Commission (EC) to 
allow the European Food Safety Authority (EFSA) to charge fees for scrutinising and 
examining dossiers. We are also alarmed that the consultation paper laid before 
stakeholders on this matter does not adequately reflect the scale of the costs for the 
food industry, particularly small and medium sized enterprises (SMEs), and solely focuses 
on the downsides of not adopting a charging system. 
 
The HFMA would point out that we have regularly advocated notification procedures in 
many areas of European legislation, which would significantly reduce the burden 
placed upon EFSA. Much of this legislation was adopted prior to the better regulation 
agenda and without adequate Impact Assessments. This is regrettable and explains 
why the additional costs to EFSA were not identified previously. 
 
We do not consider that it should be for the food industry to fund these oversights and 
urge the EC to develop alternative funding mechanisms to address the requirements of 
European food law. 
 
Identifying those liable to pay 
 
Section 4 of the consultation sets out two options for determining who might be liable 
for fees. Option 1 suggests that all applicants for authorisation would be liable to pay 
and option 2 suggests that only applicants with profits specifically vested in the 
authorisation should pay. 
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Option 1 is wholly unfair since it would force manufacturers from across the Community, 
no matter what their size, to pay for authorisation even where there may be no 
discernable financial benefit or where they are obliged to do so under EU law. 
Paragraph 1 of section 4.1 states that: 
 

“Given the high cost of compiling most authorisation files, it can be assumed 
that those who submit such files do so only when they expect to profit 
economically from the authorisation”. 
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This assumption is incorrect, since for many applications no obvious financial benefit 
exists, only a financial threat from not submitting a file. Were manufacturers not to 
comply with the provisions of various Community instruments then they could be forced 
to come off the market - authorisation of files does not lead to a directly incremental 
financial benefit. 
 
Option 2 is more progressive in that it suggests only those who benefit should pay. In 
many cases this will be an enormously difficult distinction to draw, particularly under 
Community list systems as proprietary data leads to generic benefit. Who would make 
the decision as to whether an individual company benefited or not? Would a system 
be put in place for a company who wanted to challenge that decision?  
 
Option 1 is therefore unfair and would significantly restrict the food market. Option 2 is 
unworkable and impractical and this consultation inadequately lays out how any 
system such as this would be managed. 
 
The HFMA believes that the only possible scenario where fees could be justified is where 
manufacturers voluntarily submit dossiers to EFSA to gain marketing advantage. This 
would allow EFSA to develop a ‘kite-marking’ system which would encourage 
manufacturers to submit files but which would not be unduly bureaucratic or 
inequitable. The incentive would be there for EFSA to drive up standards, engage with 
industry and finance its own work.  
 
Advantages and disadvantages of charging fees 
 
The HFMA is disappointed by section 5 of this paper since it presents an extremely 
lopsided view of the arguments for charging fees. In particular, section 5.2.2 presents a 
counter-argument to every justification for not charging fees whilst nothing similar is 
included for section 5.1.2. This failure to adequately set out the arguments is regrettable 
and we believe fails to serve as a proper discussion document. 
 
The disadvantages of charging fees, set out in section 5.1.2, are spurious and not fully 
examined. For instance: 
 

o The public budget may continue to fund activities conferring special benefits on 
certain firms, but as outlined above, it is rarely the case under a Community list 
system that any one company benefits individually. 

o The fact that EFSA’s budget for the period 2007-2013 is below what is required 
cannot be justification in itself to levy charges on manufacturers obliged to 
authorise products under various EU legislative instruments. Improved Impact 
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Assessments would have highlighted this fact and should have influenced the 
nature of proposals brought forward by the EC. 

o No evidence is included for the assertion that the absence of costs for 
applicants may in some cases culminate in files submitted by industry which are 
not adequately supported by proper scientific studies. It should be in the 
manufacturer’s interest to put together the highest quality of dossier since the 
failure to do so may result in products being taken off the shelves. If this has not 
been done, it reflects inadequate clarity and rigour in defining and enforcing 
the criteria for dossiers. Fee charging per se would not improve submissions but 
simple guidance from EFSA, conspicuous by its absence for example under 
article 13 of the Nutrition and Health Claims regulation, could do much more to 
drive up standards and support manufacturers.  

o There also exists no justification for the assertion that ‘there is a risk of loss of 
national expertise potential and synergy between EFSA and the national bodies, 
particularly in certain sectors’. Why would this be the case without a fee 
charging system? What work has been done to assess this? 

 
 
 
 
 
Section 5.2.1 sets out some of the advantages of charging fees, many of which are 
replicated in the disadvantages section 5.1.2. These include individual manufacturers 
benefiting from public money; increased resource for EFSA at a time of budgetary 
constraints; poorly prepared files under the present system and improved service as a 
result of fee charging. Our concerns with these points are set out above. 
 
Section 5.2.2 purports to set out some of the disadvantages of a fee-charging system, 
however focuses primarily on explaining why the EC believes these arguments to be 
problematic. This is unfortunate and indicates an imbalance in the EC’s thinking. 
 
There is no doubt that a company applying for authorisation, often on the basis of 
European legislation and for inclusion on a Community list incurs additional costs. There 
are costs associated with putting together dossiers- often a high percentage of 
turnover for SMEs- and further costs under a fee-charging system would serve to make it 
even more difficult for many to gain authorisation and bring products to market. 
 
This will have an impact on competitiveness throughout the Union and serve to benefit 
larger manufacturers for whom paying fees is a far less percentage of annual turnover. 
 
The assertion is made on page 14 of the consultation that the size of the European 
market reduces the economic impact of the fee and that firms granted a centralised 
authorisation giving them access to the market of 25 Member States have a major 
advantage. 
 
For many, SMEs in particular, operations lie in a small number of countries and they shall 
never be seeking to market throughout all of Europe. This argument also presupposes 
that free trade exists for every area of the food market- which it does not- and that no 
national or domestic legislation exists which makes it difficult or impossible for a 
company to enter a particular market. 
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The assertion is also made that fees are marginal compared with other costs linked to 
the marketing of a product or substance. Again, no evidence is presented by the EC for 
this statement and it does not hold true since for many, marketing budgets are very 
small and the double cost of paying to prepare dossiers and paying for them to be 
scrutinised will be a significant percentage of any marketing budget. 
 
Analogy with EMEA/Medicines Law 
 
The HFMA also has concerns over the fact that the concept of ‘drawing a benefit’ for 
authorisation under EU food law is implied through this consultation as analogous with 
the benefits for the medicine industry. It is far easier to identify a beneficiary under EU 
medicines legislation and with intellectual property rights, possible to generate far 
greater profit. Medicines also have far higher safety, toxicological and clinical issues in 
many cases and should not be put side-by-side with foodstuffs. 
 
It must also be pointed out that EFSA acts as a risk assessor and not as a risk manager. 
Unless EFSA were to act in both capacities then no benefit could be derived for food 
manufacturers. The recent example of boron, where some member states refused to 
endorse the positive authorisation from EFSA demonstrates this point clearly.  
 
Conclusion 
 
The HFMA does not believe that it should be for industry to plug a funding gap which 
has come about because of the development of pre-authorisation requirements for the 
European food market. Proper Impact Assessments would have identified the cost to 
the public purse of such regulation and a way of  
financing that should have been found. This consultation does not make the case for 
charging fees and The HFMA urges the EC to look at alternatives. 
 
 
 
Whilst an argument can be made for charging for dossiers which, if approved, would 
quite clearly benefit one company, and which may well be submitted voluntarily, the 
same cannot be said for generic Community lists where no manufacturer serves to 
benefit. The food market is not the same as that for medicines and getting 
authorisation- often essential in the interests of public safety- brings with it far less 
financial reward in the food sector. 
 
For SMEs in particular, any fee-charging policy would be disastrous and any potential 
profits made from authorisation, where other manufacturers can also benefit, would not 
offset these costs.  
 
Finally, the HFMA would point out the very real lack of transparency gap in the work of 
EFSA, which does not provide any confidence in a fee-charging system. This was clearly 
enunciated in the recent case at the Court of Justice1 on the Food Supplements 
Directive. 
 
The conclusion can only be made therefore that the Commission has simply not made 
the case for allowing EFSA to receive fees for its work and any formal proposals to do so 
without strengthening its arguments will be met with much resistance.  
 
                                                 
1 Case C-154/04 of 12th July 2005 
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