
   

Comments on the consultation paper on the feasibility and advisability of presenting 
a legislative proposal enabling the EFSA to receive fees for processing authorisation 
files 
 
 
Comments and feedback to 3.3 Questions of the consultation paper 
“Which option do you prefer?” 
 
 
Givaudan clearly prefers Option 1, “EFSA is not entitled to charge fees for processing authorization files”. 
 
 
Reason:  
 

a)  The basic principles for a regional and globally acceptable risk assessment process are Scientific 
excellence, transparency and independence. As soon as EFSA would be entitled to charge fees for the 
processing of the authorization files the risk assessment process as applied by EFSA eventually would be 
no longer regarded as independent and therefore a “mutual” recognition / acceptance of the EFSA 
evaluated flavouring substances by other authorities like JECFA or other national and regional authorities 
may be put at risk.  

 
b)  Public perception of a risk of “diminished” independence of EFSA.  
 
c)  New notified flavouring substances will be published on a positive list and therefore can be used by the 

whole industry and not only by the applicant. Because of the high costs of the dossiers, it is very likely 
that mainly the big companies will submit new substances for authorization whilst the whole industry will 
profit economically as soon as a new substance is put on the positive list. Charging additional fees for the 
processing of the authorization files may undermine competitiveness. 

 
d)  Flavouring substances, especially if newly introduced are used at very low levels and annual production 

may never exceed a couple of kg. Such substances may be subject to a facilitated risk assessment process 
(addendum dossiers) for which no full dossier will be required, which would significantly reduce the costs 
for the preparation of a dossier. Such substances may not require an extensive review by EFSA. Some of 
these substances will be used according seasonal demands and have no direct high commercial impact 
(low pay back) but are nevertheless vital for the commercial competitiveness. Additional costs / EFSA 
fees for the processing of the authorization file will disrupt cost / benefit and may prohibit the 
introduction of these low volume flavourings and therefore prohibit the development of new and creative 
innovations. 

 
e) During the last 6 years EFSA was supposed to evaluate far more than 2000 flavouring substances, which 

was an enormous burden for the EFSA resources. Nevertheless no fees have been charged so far for the 
evaluation of these substances by EFSA. It is expected that as soon as this huge program has been finalized 
the number of new notified flavouring substances which will be notified by the European Industry will go 
dramatically down and there will be only a limited number of new flavouring substances per year which 
have to be reviewed by EFSA. This will dramatically reduce the workload for EFSA and release the EFSA 
resources for other activities.  

 
  

“What factors could, in your opinion, mitigate against the loss of this potential source of finance?” 
 

1) Mutual acceptance of risk assessments conducted by other Authorities like JECFA provided the criteria of 
independence, scientific excellence and transparency are fulfilled. EFSA applies already the risk 
assessment procedure for flavouring substances as developed by JECFA and most of the Flavouring 
substances which have been approved by JECFA will be subject to a “facilitated” evaluation 



   

(reconsideration of published JECFA opinions). For economical reasons and proper use of human 
resources a mutual recognition (facilitated approval based on “reconsideration”) should be foreseen also 
in the future for new notified flavouring substances in the EU which have been evaluated already by other 
competent authorities eg. JECFA.   

 
2) Facilitated rejection of incomplete or “badly” (called “frivolous applications“ in the consultation paper). 

Such a QC review for completeness could be done by non senior scientists from EFSA or a competent 
national authority. 

 
 
 
Sincerely 
 
Jürgen Schnabel 
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Company: 
 
Givaudan Schweiz AG  
Winterthurerstrasse      
CH-8310 Kempttal   
Switzerland 
 
 
Sector of activity and / or interests: 
 
Flavour and fragrances. Givaudan is one of the globally leading flavour and fragrance companies. Givaudan has 
an ongoing R+D program to drive new innovations and will continue to develop new flavour ingredients which 
will require authorization.  
 


