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Following the exchange of views of 26 April, Members of the PEST Committee wish to submit 

the following complementary questions to the experts of the competent authorities of France, 

Sweden and the United Kingdom. 

 

1. Reproduction of information provided by the applicant: In their assessment reports, 

national competent authorities have a different approach with respect to reproduction 

of/quotation from information provided by applicants. Do you consider that it would 

be useful to harmonise such practices, and in which way? 

 

Sweden: Yes, we consider it would be useful and this issue is addressed by EFSA in 

an on-going project together with Member States. The aim is to provide more clear 

guidance in order to improve and further harmonise the process. As an example, more 

guidance has been developed on the presentation of evaluations of the individual 

studies. One of the elements is to introduce headings under the evaluation of each 

individual study under which the “Assessment and conclusion” by the applicant and 

the RMS would be separately presented. We would also support the development of a 

common template for industry to summarize individual studies, which would increase 

the efficiency in the evaluation process and increase transparency and understanding 

of the results. 

 

2. Delays in re-evaluations of PPPs: In 2016 and 2017, the European Commission (EC) 

conducted audits on the authorisation of PPPs in seven Member States (MS). They 

confirmed that the national re-evaluations of PPPs on the market was significantly 

delayed (up to 33% of authorised PPPs had not been re-evaluated in one of the audited 

MS)1. Furthermore, according to the EC, re-evaluation of PPPs on the market is 

significantly delayed in most of the Member States. What is your view of the situation? 

 

Sweden: There has been major delays in the re-authorisation process due to directive 

91/414/EEG. Our understanding is that the conclusions of the audits are from the 

products that should be handled according to the directive.  We do not have knowledge 

whether the timelines for renewal of authorisations according to article 43 in Regulation 

(EG) no 1107/2009 are better kept today within the EU. In Sweden, we keep to the 

deadlines in those cases where we are zonal rapporteur for applications for renewal of 

authorisation. 

 

                                                 
1 See page 12 of the attached Commission Report. 



3. Rules on confidentiality: Implementation of Articles 7.3 and 63 of Regulation (EC) No 

1107/2009: Based on your practices, what falls under the requirements of commercial 

secrecy? How would you explain that not all the Member States implement Articles 7 

and 63 of Regulation (EC) No 1107/2009 in the same way? 

 

Sweden: As a principal rule, information listed in Article 63 is treated as confidential. 

Depending on the specific circumstances, also other information can be regarded as 

confidential. With regards to the applicants marketing strategies, certain information 

could be treated as confidential during the handling of an application that would not be 

considered as confidential after a decision has been made.  

 

Regarding the application of Articles 7 and 63, we do not have any experience of such 

differences. 

 

 

4. As regards the answer given by ANSES to preparatory question 4 (“In which way can 

the third parties or the Member States interested in commenting the assessment contact 

your Agency?”):  

 

 To ANSES: Regarding your experience with the “charter of the relations with 

carriers of interest” and with keeping a register of all meetings: do you know of 

similar practices in other Member States? Do you have specific 

recommendations on how to improve the transparency of the Rapporteur 

Member State assessments and the peer review process?  How do you assess 

the additional administrative burden? 

 

 To KEMI and HSE: Do you have similar systems in place? 

 

Sweden: The Swedish Chemicals Agency has a separate unit for Guidance and 

Contact under the department Authorisation and Guidance. Anyone (applicants, 

stakeholders, general public) may contact this unit for information or advice. So 

this unit has the function of a help desk. Additionally, anyone can contact our 

Agency over e-mail, phone or post. 

 

 

5. Question to ANSES: Derogations: How do you explain the number of derogations 

granted by your Agency under Article 53 of Regulation (EC) No 1107/2009? 

 

6. Question to ANSES: Applications from Bayer and Monsanto? How many applications 

for authorisation have been submitted to ANSES by Bayer and Monsanto since 2010? 


