
 
PEST COMMITTEE MEETING OF 26 APRIL 2018 

 
EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES  

OF FRANCE, SWEDEN AND THE UNITED KINGDOM 
 

 
UK Health and Safety Executive response to Complementary questions 
 

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? 

 
HSE response 
 
It is important that authorities’ views on the applicant’s data-supporting views can 
clearly be distinguished.  While the ‘Green Box’ approach helps to support such 
clarity for product assessments, the approach does not easily read across to 
assessment reports of active substances.  One of the issues that needs to be 
considered for such assessments is that some types of study are conducted and 
reported to standard protocols and involve generally reporting bare facts.  In such 
cases, the official assessments are likely to be the same as those submitted by the 
applicant.  However, for more complex and non-standard studies, and in the areas of 
interpretation and overall conclusions, distinguishing between applicant’s and 
reviewer’s text is likely to be of more significance.  For product assessments, 
Member States typically use ‘green boxes’ to differentiate their evaluation from the 
original dossier submitted by the applicant.  For active substances in the renewal 
programme, there is also the separate rapporteur Member State comment section 
that highlights whether the study met validity criteria and whether it was reliable; and, 
if so, what the endpoint(s) are. 

 
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? 

 
HSE response 
 
First, HSE would highlight that regulatory requirements have become much more 
complicated since the Regulation set out what were, even then, optimistic timelines.  
Guidance documents in particular add to the time needed for proper evaluation and, 
for active substances, EFSA adds further requirements unilaterally.  Even PPP 
timelines which are reasonable may not be achieved, particularly if the evaluating 

                                                 
1
 See page 12 of the attached Commission Report. 



Member State does not complete the assessment properly and further work is 
needed by other Member States. 
 
Since the first re-evaluations under Regulation (EC) No 1107/2009 were not due to 
be completed until 31 December 2016, we have taken this question as relating to the 
product re-evaluation process required under Directive 91/414 EEC.  
 
The re-registration of national authorisations to uniform principles was a national 
obligation for each Member State. There was no legislative requirement that a work-
sharing approach should be taken. Recognising the duplication of effort that could 
result from this, Member States came together and created a voluntary process. In 
the UK’s view, this voluntary zonal process for re-registration has worked well. We 
engaged with the process and agreed to take on an ambitious volume of work. In so 
doing, we have re-evaluated many products to uniform principles on behalf of other 
countries as well as for ourselves. This has helped alleviate pressure on other 
regulatory authorities who were not as well able to provide the resource required to 
undertake the assessments at that time.  
 
The experience from this voluntary process has fed into many of the principles 
underpinning the zonal assessment procedure. This is the system that is now in 
place for plant protection products across the EU. 
 
In the UK, only a small number of products have not yet been re-registered to 
uniform principles (176 products compared to nearly 3600 extant authorisations (i.e. 
less than 5%)).  
 
There are a number of reasons for this, but it is generally not due to delays in the re-
assessment process. In some cases we are awaiting the outcome of assessment by 
another country; but often it is due to the UK’s concerns that criteria specific to our 
national circumstances are more suitable for ensuring the safe use of certain 
categories of products.   
 
The product re-evaluation is often made more complicated due to the requirement to 
apply new guidance which was not applicable for the active substance assessment.  
New guidance can have a significant impact on the underlying data required and the 
nature of assessments applied.  This can mean that a use considered acceptable for 
the active substance assessment may not be considered acceptable at product re-
evaluation, without significant additional work. 
 
 

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? 
 

HSE response 
 
The following table sets out the information HSE would consider confidential under 
Article 63 of Regulation (EC) 1107/2009, and the approach we would take when 



assessing the release of such information. We would normally expect this 
information to be included in Part C of the Registration Report which contains 
commercial information.  We are unable to comment on how other Member States 
implement these provisions.   
 

a)  The method of manufacture of the active 
substance technical material or formulation.  

This will also include the 
location, addresses and 
contact information for 
manufacturing sites (technical 
material and preparation).  

b)  The specification of impurities in the active 
substance except for the impurities that are 
considered to be toxicologically, 
ecotoxicologically or environmentally 
relevant and are published in EU 
Regulations. 

This includes results of 
production batches of the 
active substance including 
impurities. 

c)  Results of batch analytical reports of the 
active substance including impurities. 

This does not apply to the 
batch numbers and to the 
code(s) used for the active 
substances and the 
preparation(s).  
 

d)  Methods of analysis for impurities in the 
active substance as manufactured except 
for methods for impurities that are 
considered to be toxicologically, 
ecotoxicologically or environmentally 
relevant.  

This does not apply to the 
methodology itself (e.g. HPLC-
UV or GC-FID) as given for 
example in the list of end 
points. 

e)  Links between a producer or importer and 
the applicant or the authorisation holder.  
 
 

This includes links between 
companies where access to 
data has been given. 

f)  Information on the complete composition of 
a plant protection product i.e. the 
formulation details.  

This also applies to any 
comparisons of formulations 
against each other which 
disclose any constituents of 
the formulations (where data 
are being extrapolated from 
one formulation to another).  
However, this does not include 
general statements that 
formulations are ‘sufficiently 
similar’ or ‘dissimilar’ in 
assessing whether data can be 
extrapolated. 
 
 

 
 



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? 
 
 

HSE response 

 

Applicants and third parties can contact HSE via the official email address, or 

applications can be submitted by post.  It may also be possible to contact 

responsible officers direct in certain situations regarding ongoing assessments. 

General pesticide enquiries from third parties can also be made by telephone to a 

helpdesk in the Department for Environment, Food and Rural Affairs (Defra). HSE 

also has a number of stakeholder groups which meet regularly to discuss pesticides 

issues and records are kept of these discussions.  

 

As a Non Departmental Public Body, HSE has clear rules on the handling and 

recording of any conflicts of interest between officials and their work.  Any 

employees of HSE, as civil servants, must be (and must be seen to be) honest and 

impartial in discharging of their duties as set out in the civil service code 

https://www.gov.uk/government/publications/civil-service-code/the-civil-service-code. 

HSE’s responsibilities as a regulator must also be taken into account. Employees 

must discuss business interests with their line manager and decide if they represent 

a potential ‘conflict of interest’. If they do, the details of that interest need to be 

registered centrally in HSE and managed by the line manager. 

 
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? 

https://www.gov.uk/government/publications/civil-service-code/the-civil-service-code

