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1. Purpose of renewal 

• Objective n°1 

– Confirm the intention of the industry to keep a 
given additive on the market 

• Keep list of authorised additives up-to-date 

 

• Objective n°2 

– Confirm that the additive is still in line with the 
conditions of the authorisation 

• + provide any new information on safety 
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→ Application for renewal to Commission 

→ Renewal dossier to EFSA 
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2. Applicants and access to information 

• Two cases 

– Holder-specific authorisations 

– Non holder-specific authorisations 
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Access to former application/information 

• Holder-specific authorisations 
– Applicant or its legal successor should, in principle, 

have access to the whole information, and to the 
former application (and technical dossier) 

• Non holder-specific authorisations 
– Applications for renewal can be submitted by any 

interested party 

– No requirement for former applicant(s) to apply for 
renewal 

– The only legal basis for placing the product on the 
market is the existing authorisation 
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2. Renewal dossiers 

• Renewal is not re-authorisation 

• Important to focus only on the information 
 relevant for renewal 

 

 

 → What is the relevant    
  information ? 
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 What says the regulation ? 

Article 14(2) of Regulation (EC) No 1831/2003 
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Starting point is the annex entry 
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Dossiers for renewal 

• Three main sections 

– Section 2 – identity 

– Section 3 – safety 

– Section 4 – efficacy 
 

+ Section 5 – PMMP if applicable (Post Market 
Monitoring Plan) 

 

 → What is the relevant information for 
  each section ? 
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Section 2 - Identity of the additive 

• Renewal is not re-authorisation 
 
→ Basis for renewal shall be 

the existing authorisation 
 
 

• Information on identity shall be restricted to what 
is mentioned in the annex entry as characteristics 
of the active substance/additive 
– Any other identity related information is irrelevant 

since it is not linked to the renewal of the existing 
authorisation 
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Section 2 – which data ? 

• (recent) Analytical data from 5 batches for composition  
– Section 2.1.3 Qualitative and quantitative composition 

• (recent) Analytical data from 3 batches for purity 
– Section 2.1.4 Purity / impurities listed in the annex entry 

• Confirmation on production process may be relevant 
when indicated in the annex entry 
– Section 2.3 Manufacturing process, including any specific 

processing procedures 

• The above should be sufficient in most cases to prepare 
the Section 2 
– The other sub-sections are only relevant if information is 

part of the annex entry 
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Section 2 – Identity - examples 

 

 

 

 

 

 
Section 2.1.3 

Section 2.1.4 

Section 2.3 
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Section 2 – Identity - examples 

 

 

 

 

 

 
Section 2.1.3 

Section 2.1.4 

Section 2.1.5 

Section 2.3 
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Section 2 - Identity 

• If identity of the additive is different from 
what is specified in the authorisation, it would 
fall under other types of applications within 
Regulation (EC) No 1831/2003 

– Art. 4 (new application) or 

– Art. 13 (modification of application) 
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Section 2 - Method(s) of analysis 

• Analytical methods (section 2.6) should not be 
revised unless: 
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– Evidence/experience from 
EURL/NRLs shows that official 
method(s) is(are) no longer fit 
for purpose or 

– Method(s) higher in the 
cascade is(are) recently 
available (e.g. CEN method developed 

in the framework of a CEN mandate) 

In most cases, no specific action needed for EURL, but 
what about the fee ? 



EFSA Info Session FEED – 05 May 2015 

Section 3 - Safety of the additive 

• Any new information which has become 
available with regard to safety 
– Target species, users (workers, farmers), 

consumers, and environment 

• Target: demonstrate that the additive remains 
safe under the approved conditions of use 
– If the intention of applicant is to modify the 

conditions of use, this is not “renewal of the 
authorisation” but Art. 13 (modification of the 
authorisation) 

16 



EFSA Info Session FEED – 05 May 2015 

Section 3 – Safety 

• Assessment should be quite straightforward 

– Unless the newly available information raises 
additional questions and would require generation 
of additional data 

– Examples: 

• Consumer safety: change of UL or ADI 

• Worker safety: new classification of a product under 
REACH/ECHA 
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→ Detailed risk assessment relevant for very specific cases only. 
In most cases, no systematic safety assessment should be 
necessary. 
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Section 3 – Safety 

Proposed EFSA tool: structured database 
searches 

• Same approach as for re-authorisation 

• Search should cover at least the period since the 
last assessment of the additive 

→ From publication of the EFSA opinion 
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Section 3 – Safety 

“In order to place the results of database searches into context, where possible, 

information on use of the product (e.g., volume, geographical distribution and time) 

should be provided” 

• Non-holder specific additives 
– Information not possible to provide due to competition of law issue + 

free-riders 

– Applicant(s) never representing the whole market 

• Holder-specific additives 
– Authorisation holders are not controlling 100% of the sales (sub-

contractors): exhaustive information not possible 

• Are ‘10’ years data enough representative for new / low 
market products ? 
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→ Relevance of this information is questionable 
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Section 3 – Safety 

• History of (safe) use was a possible approach 
under re-authorisation of feed additives 

– How was this used/handled ? 

• While the possibility to demonstrate safety of an 
additive through “long history of use” was envisaged by 
some applicants during re-authorisation, it is not clear 
what information was expected by EFSA experts and 
how they have used the information 
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“How this information will be used and assessed” ? 
Clarifications needed on the relevance of this information in 
the frame of renewal of authorisations 
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Section 4 – Efficacy of the additive 

• If new efficacy data would allow to include a 
proposal for amending or supplementing the 
conditions of use of the additive then this 
should not be considered as an application for 
renewal but if falls under other types of 
applications within Regulation (EC) No 
1831/2003 

– Art. 4 (new application) or 

– Art. 13 (modification of application) 
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Section 4 – Efficacy 

• If no modifications of the conditions of use are 
foreseen, no efficacy data are needed 

 

→ Section 4 is not applicable for applications for 
 renewal of authorisation 
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Section 5 – PMMP 

• If relevant for the additive 

– In relation with Section 3 

 

+ follow-up of bacterial resistance in case of some 
coccidiostats 
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5. Conclusions 
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• Renewal 
– Confirmation of the identity and safety of the additive 
– Not a systematic re-evaluation 

• Identity 
– Demonstration that the additive is the same as in the annex 

entry  

• Safety 
– Only newly available information 

• No re-submission of information from the former technical 
dossier 

• (future) orphan products 
– What if no application made on time ? 
– Any interactive monitoring tool foreseen ? 
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Thank you for your attention ! 

Renewal is not re-authorisation 


