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Consultation on the feasibility and advisability of presenting a
legislative proposal enabling the European Food  Safety

Authority (EFSA) to receive fees for processing authorisation
files

Comments by ERNA (European Responsible Nutrition
Alliance)1

The European Responsible Nutrition Alliance (ERNA) would like to thank the
European commission for the consultation it is launching on the feasibility and
advisability of presenting a legislative proposal enabling the European Food
Safety Authority (EFSA) to receive fees for processing authorisation files and
would like to offer its contribution in this respect.

The European food supplements industry is a highly innovative sector and the
involvement of EFSA activities in relation to food supplements is extensive
(e.g. setting of tolerable upper levels for vitamins and minerals, submissions
of nutrition substances files for extension of the annex II of the Food
Supplements Directive, activities of the Scientific Committee on botanicals,
the application of Chapter III relating to other substances in the food
fortification Regulation, the submission of files in the framework of nutrition
and health claims regulation, etc.).
Leading companies, engaged in the development of innovative products and
the application of (emerging) science are therefore very likely to be involved in
the many authorisation procedures, requiring EFSA opinion. In view of this, it
is our firm belief that the addition of further financial burdens to the already
high cost of compliance with the vast array of obligations imposed by the
extensive legal framework of food law would not be in accordance with the
Lisbon agenda and should therefore be avoided. This is especially relevant
since our sector is composed of a high proportion of SMEs (about 85% of
companies in trade association membership).

ERNA strongly believes that public funding should remain the major resource
for the EFSA budget. Furthermore, ERNA does not support the introduction of
such fees for several reasons underlined below:

                                                  
1 The European Responsible Nutrition Alliance is representing the major European food
supplement manufacturers and suppliers. It was established in 1998 and is striving for a
common European approach towards food supplements that reflects the interests of both
consumers and industry. Recent achievements include the development of a Risk
Management Model for the Setting of Maximum Levels of Vitamins and Minerals in Food
Supplements and a number of scientific fact sheets on vitamins, minerals and other
substances. For more information see: www.erna.org.
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Article 1 - 2. Tasks rendered by EFSA and scope of the consultation

As described in the consultation document, we understand that EFSA would
envisage raising fees for tasks that bring direct profits to individual natural or
legal persons. This involves in particular the assessment of authorisation files
under centralised Community procedures culminating in the granting of a
marketing authorisation for a product or substance. This would mean the
following work of interest to our sector:

1. Assessment of nutrients and their sources for addition to the positive
lists contained in Directive 2002/46/EC on food supplements, Directive
2001/15/EC on nutrient sources for foods for particular nutritional uses
(PARNUTS) and Regulation (EC) No 1925/2006 on the addition of
vitamins, minerals and certain other substances to foods.

2. Assessment of the scientific substantiation of health claims under
Regulation (EC) No 1924/2006.

3. Assessment of referrals from the European Commission or member
state competent authorities on issues pertaining to the authorisation of
novel foods or novel food ingredients under Regulation (EC) No

N.258/97.

The consultation document indicates that if the report of the Commission’s
recommendations would recommend fees, it will also specify the sectors in
which there are authorisations, which will be affected by the payment of fees
and the arrangements proposed. It is our opinion that it will be very difficult to
differentiate between sectors as the legal framework is such that in the vast
majority of cases, submissions are intended to be of a general nature,
resulting in an authorisation for the benefit of all food business operators. This
is clearly shown in the case of the three fields of application mentioned above:

- Authorisation of nutritional substances: The application for authorisation is
imposed by legislation. Private parties (Companies, Federations, etc) are
invited to submit a file supporting the safety of a certain nutritional
substance, for assessment by EFSA and subsequent approval by
comitology procedure. The end result is the inclusion of the substance on
a positive list and the subsequent possibility of use by all food business
operators. There is no protection of proprietary data, nor exclusivity for the
party that did the scientific work and submitted the dossier.

- Authorisation of claims: Also in this case the application for authorisation is
imposed by legislation. A file supporting the claim is submitted for
assessment by EFSA and subsequent approval by comitology procedure.
The end result is the inclusion of the claim on the list, also to the benefit of
all other food business operators. In this case there is only protection of
proprietary data, which in the field of claims is a rather limited form of
protection for the business operator that did the scientific work, and
compiled and submitted the dossier.

- Authorisation of Novel foods. As in the previous cases, the application for
authorisation is imposed by legislation. The degree of protection and
exclusivity depends on the ultimate comitology decision after EFSA
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assessment of the file. As the decision is addressed to the applicant, a
certain level of protection may be possible, but the substantially
equivalence provision in reality enables competitors to enter the market
soon after, with a similar product without having to invest in the research
as opposed to the initial applicant. No provisions for protection of
proprietary data are present. Furthermore it appears from the recent
consultation on the revision of the novel foods legislation that the decisions
of a general nature could become the rule, rather than the exception.

It can be concluded that the legal framework imposing authorisation
procedures for certain foods or food ingredients is mainly aimed at giving
general approvals to the benefit of all food operators. It contains little
protection of proprietary data and seldom offers exclusivity to the applicant.
Such authorisations are therefore of a general nature, cannot be assigned to
a specific sector and should not be covered by fees.

Article 3. Situation at community level

3.1 European Medicines Agency

The Consultation document refers to the experience of the EMEA. This
agency is very different from EFSA in terms of competences. Notably its
competence of providing authorisation to market medicinal products can
be considered as providing a direct benefit for applicants. As opposed to
food law authorisations, medicinal product legislation clearly includes
clauses relating to the protection of clinical pharmacological data. During
the period of protection, no company other than the holder of the
marketing authorisation may use these data on a new product to
substantiate its application. Such protection allows operators to recoup
their research and development investments by means of exclusive
marketing rights.

This is clearly in contrast to the food legal framework described above and
cannot be compared to the role and competencies of EFSA. EFSA acts as
a European risk assessor providing opinions to the risk managers, and
therefore does not directly provides a benefit to industry applicants since,
even if it has provided a positive opinion, there is no guarantee that the
risk manager will give an authorisation to market. Furthermore, the
assessments carried out by EFSA are often duplicated by national food
agencies, giving arguments to Member States to question or influence the
ultimate decision in ways that can deviate from the EFSA opinion. This has
been illustrated recently by some member states’ refusal to endorse the
authorisation to use boron in food supplements, despite a favourable
EFSA opinion on its safety of use. It is foremost necessary that EFSA role
as a supreme body over National agencies is confirmed and applied
consistently and that such is reflected in decisions that are based upon
EFSA opinions.

We also note that the fees, requested by EMEA for the different
applications are extremely high. This is of course in the field of medicinal



4

products compensated by the exclusivity granted which effectively
eliminates competition and offers a considerable pay-back of investment of
the applicant. Such fees cannot be applied for food products where no
protection or exclusivity exists and margins are significantly lower.

Apart from this, it is worth considering the EMEA measures in favour of
SMEs, in particular regarding the reduction and exemption of fees, as well
as postponement of fees until the end of the assessment procedure.

If a fee system in envisaged, it must be based on real costs of service
rendered which must be measured by appropriate analytical instruments
and make appropriate allowances towards SMEs.

Article 4. Options for identifying those liable to pay fees

4.1 - 4.2 Options 1 and 2

Experience in the field of the assessment of nutrients and their sources
for addition to the positive lists contained in Directive 2002/46/EC on
food supplements has shown that most of the applications relate to
substances that are generic rather than proprietary. In the particular
case of this directive’s derogations, there was a diverse range of
applicants for the generic substances, including companies and trade
organisations. The likely result after authorisation is granted is that any
food business operator can benefit from the efforts of the few. Since
the authorisation obligation is imposed by law, companies have no
other option than to apply for authorisation. In some cases resources
can be pooled to address such an application, in other cases, the
market leader may be forced to do the file to the benefit of its
competitors. In both cases such efforts already mean an important
investment in time and resources for the applicant, which should not be
increased by an additional fee for EFSA evaluation.

However, even though ERNA does in principle not support the
introduction of fees we could accept them in cases where the applicant
benefits from legal protection or intellectual property rights. But as the
current protection in practice may be weak and patent infringement is
not easy to prove, legal protection in this respect should be improved.
As many of the applicants are innovative SMEs, the fees should be
fairly low (e.g. euro 1000 – 5000) so as not to discourage innovation.

4.3 Questions

For the reasons illustrated above, we cannot accept Option 1, i.e. that
all applicants must pay a fee for a legal obligation as this is not
balanced with incentives nor benefits.

Option 2, i.e. that only applicants with profits specifically vested in the
authorisation must pay a fee, could be acceptable for the reasons



5

outlined above. Indeed, we believe fees should possibly only be
charged for applications where the applicant would have a clear
benefit, e.g. a monopolistic advantage or protected intellectual
proprietary rights and also provided that a realistic and low fee
structure is applied to SME applicants who form the majority of the
supplement industry.

The fees charged should be dedicated to the specific service by EFSA
in relation to the application and be proportionate. They should ensure
an efficient processing of applications within the set timeframes.

Article 5. Options – advantages & disadvantages of charging fees

5.1.2 - Option 1 - Disadvantages

The assertion that if the EFSA procedure is entirely free of charge,
there is no financial risk for the applicant who submits an invalid file
and that fees would limit the submission of frivolous applications, is a
simplification that ignores the reality of the burden of legally imposed
authorisation procedures on businesses. In the case of nutritional
substances and nutrition and health claims, the European
harmonisation led to a situation where products that have been sold in
the Member States for years are now subject to a centralised
authorisation procedure, involving EFSA assessment. Since the
products are on the market today, this poses a considerable additional
burden on those companies. If such files fail to meet the standards
applied by EFSA, these companies are again penalised by the refusal
of the authorisation, i.e. the elimination of their products from the
market or costly product reformulation. In addition, it should take little
time and resources for EFSA to identify frivolous dossiers that can be
rejected because of their format.

Furthermore, the criteria for obtaining a favourable opinion by EFSA
and a subsequent approval through the comitology procedure are not
univocally transparent, and standards set are often very high.
Especially in the field of the upcoming health claims approvals, we urge
EFSA to consider current practice and proportionality in the
establishment of criteria that are clear and feasible for assessment of
files. Clear guidance on the information and format required for the
submission of files with realistic criteria is the best and simplest
solution to safeguard accessibility of the procedure by any companies
and especially SMEs and avoid frivolous dossiers to be submitted.

5.2.1 – Option 2 - Advantages

It is clear that the lack of resources of EFSA in the 2007-2013 budget is
the result of the budgetary restrictions voted by the Council and the
Parliament. Furthermore, the financial impact of potential EFSA’s fees
has not been considered in the impact assessments conducted prior to
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the adoption of the legislation concerned. ERNA believes therefore that
charging fees would be contrary to current better regulation policy of
the Commission. Industry should not have to pay the costs of the lack
of support from the national governments and parliamentarians to the
EFSA work. Since the legislative framework recently adopted (claims,
fortification) or in progress (food improvement agents, novel foods))
consistently increases EFSA’s tasks and involvements, it is appropriate
that EFSA’s resources increase proportionally. This is vitally important
given the key role EFSA needs to play in relation to general public
health and food safety.

The EFSA budget should not be dependent on such fees as the
number of dossiers is unpredictable, may vary from year to year and
may be an additional reason to decrease again the EFSA budget.

The consultation paper states that fees result in highly professional
quality for services rendered and a better and faster assessment of
innovative products. We would strongly argue that if fees are adopted,
there must be clear timings set for the delivery of opinions and a
transparent procedure for the assessment of files, with a formal right of
dialogue between the applicant and EFSA before the adoption of an
opinion. This guarantee for a transparent and clear procedure, allowing
the applicant to judicially challenge EFSA in case of non-respect of the
procedure is currently lacking as was pointed out by a recent case of
the Court of Justice case2 on the Food Supplement Directive.

5.2.2 – Option 2 - Disadvantages

We note that some of the advantages listed in relation to the possibility
of EFSA to charge fees are of a general nature and not related to the
work on individual submissions for authorisation (e.g. more appropriate
funding for complex and costly scientific assessments, incentive for
scientific excellence, enhanced opportunities for cooperation and
synergy between EFSA and the national agencies/institutes, and
disappearance of the processing gap). These advantages relate
equally if not more prominently to EFSA’s general interest activities.
Fees should be based on real costs of the assessment of the dossiers,
not to increase EFSA’s capability to deal with the increased
expectations created by legislation, which should be publicly funded.

The Consultation paper also indicates that the size of the European
market reduces the economic impact of the fee as firms granted a
centralised authorisation would have access to all 27 member states’
markets. This is not the case for SMEs who often do not have the
resources to market in more than one or two neighbouring countries
because of costs incurred.

5.3 Questions
                                                  
2 Case C-154/04 of 12 July 2005.
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For the reasons illustrated above, ERNA prefers option 1, i.e. EFSA is
not entitled to charge fees for processing authorisation. But as argued
above, ERNA feels it acceptable that a realistic and low fee structure
be possibly appropriate in cases where the applicant will have a
monopolistic advantage, the authorisation is very specific to the
applicant and legal guarantees in relation to criteria, timings, and
formal right of dialogue between applicant and EFSA exist. Fees
should therefore only be envisaged if the benefit of the product
authorisation is directly linked to the benefit for the applicant and not in
cases where the ensuing authorisation is to the benefit of all food
business operators. In the majority of cases, and particularly in the food
supplement industry, applications are likely to be more generic.

If fees would be imposed in a general way to cover EFSA’s work on
authorisation files, this would impose a substantial burden to the food
supplements sector, which is composed mainly of SMEs and which,
because of the nature of the products is highly affected by product
authorisations (nutritional substances, claims, novel foods, etc).

Conclusion

ERNA strongly believes that public funding should remain the major resource
for the EFSA budget, given the EFSA’s role in risk assessment and public
health. The European Institutions should continue to provide sufficient
financial support for the work of EFSA as laid down by Regulation 178/02.
Legislation that includes the possibility of EFSA risk assessment and
therefore are likely to increase the EFSA burden of work should address this
clearly in the impact assessment and the European Institutions should
consider the financial implications when such legislation is adopted.
Furthermore EFSA work should concentrate on its obligations imposed by law
and the requests initiated by Members States and the European Commission,
rather than spend money on projects not

Any fee system must be based on real costs of service rendered which must
be measured by appropriate analytical instruments. In return, increased
protection should be given to the petitioner’s intellectual proprietary rights.

ERNA, February 2007
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