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AESGP represents the manufacturers of non prescription medicines and food supplements in 

Europe. 

 

AESGP appreciates the opportunity to comment on the issue of setting fees for EFSA. 

 

The opinions issued by EFSA are mainly in the interest of public health, the interest of the 

Community, but also in the interest of industry. Therefore the setting of fees and the division of 

costs for the service of EFSA is not straightforward. 

 

AESGP agrees that public funding will remain the major source of EFSA’s income and budget. 

However, AESGP acknowledges the fact that in order to guarantee a fast and efficient processing of 

applications by EFSA, additional funding of the Authority may be required. 

 

Fees should only be charged if there is a clear beneficiary 

 

AESGP believes that Option 2 (fees should only be charged if there is a clear beneficiary) is the 

option that guarantees equality and a level playing field for all applicants.  

 

A distinction shall be made between applications that are clearly beneficial only for the applicant 

and result in a decision which is addressed to the applicant (such as it is the case with novel foods or 

in the case of data protection granted, e.g. for innovative health claims) and applications which are 

made for the benefit of the whole industry or which are in the interest of public health and the 

Community. 

 

In some cases - as also outlined in the consultation paper - the allocation of benefits to one applicant 

is not always entirely clear. A case-by-case approach according to the legal basis of the application 

can be a possibility to tackle the issue. 
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In cases where no clear beneficiary can be identified, applications are submitted for the advantage 

of all business operators within the Community. The applicant already has to bear the financial 

burden of establishing the application dossier, which serves for the benefit of all. AESGP believes 

that additional fees charged for the application would further reduce the preparedness of industry to 

invest in research in relation to food safety and food science, which in turn would stifle innovation. 

 

Other sources of income for EFSA – pre-submission scientific advice meetings 

 

AESGP acknowledges that choosing Option 2 considerably reduces EFSA’s income through fees. 

In order to balance the budget, pre-submission scientific advice meetings could be offered to 

applicants. For those scientific advice meetings fees could be charged, independent of the fact 

whether a beneficiary can be identified or not. This would help applicants to compile high quality 

dossiers without undermining the independence of EFSA as the meetings take place before a 

submission has been made and in turn would be another source of income for EFSA. Holding 

scientific advice meetings is also current practice when submitting an application to the EMEA and 

is very much appreciated by applicants as the expectations of the Agency can be better met and 

dossiers can be processed faster. 

 

Fees should be dedicated to the service performed in relation to the application  

 

AESGP believes that fees should be dedicated to the specific service provided by EFSA in relation 

to the application and should not be allocated to the total budget of the Authority as such. Fees 

should cover the costs for the administrative, scientific and other work performed by EFSA which 

are directly linked to the evaluation of the dossier. The procedure for allocating fees to different 

steps in the process should be transparent.  

 

Regular evaluation of fees 

 

Fees should be regularly evaluated taking into account performance indicators and should be 

adapted accordingly. 

 

Level of fees 

 

Fees should be proportionate to the work performed in the course of the evaluation of a dossier and 
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should be graded accordingly. AESGP believes that fees similar to the ones currently charged for 

the evaluation of novel food products (i.e. a maximum of 10 – 15,000 €) are a good basis for further 

discussions. Certainly, the specific requirements of SMEs have to be taken into account and special 

discounts have to be envisaged. 

 

General comments on the advantages and disadvantages of fees 

 

AESGP is of the opinion that fees charged in case of a clear beneficiary and in case of pre-

submission scientific advice meetings will guarantee financial independence of the Authority. This 

in turn can and has to guarantee faster processing of applications within the set timeframes. Re-

evaluation of fees according to performance indicators will ensure that fees are proportionate to the 

efficiency of evaluation. 

 

AESGP does not see the independence of EFSA undermined if fees are charged for an application 

or a pre-submission scientific advice meeting, as EFSA has to ensure that the expert opinions are 

independent and transparent.  

 

AESGP agrees that public funding will remain the major source of income for EFSA and that this 

has to be ensured for the future in order to guarantee an efficient evaluation of questions in the area 

of public health. 

 

Summary 

 

• Charging fees for an application to EFSA in case a clear beneficiary can be identified is a 

possible way forward. 

• Additional fees could be charged for pre-submission scientific advice meetings independent 

of the type of applications. 

• Fees charged for an application should be dedicated to the work performed in relation to the 

specific application, should be proportionate and take into account specific needs of SMEs.  

• Fees should ensure an efficient processing of the application within the set timelines. 

• Fees should be regularly re-evaluated according to set performance indicators. 
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