
PEST COMMITTEE MEETING OF 26 APRIL 2018

EXCHANGE OF VIEWS WITH THE COMPETENT AUTHORITIES
OF FRANCE, SWEDEN AND THE UNITED KINGDOM

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 26 April, an exchange of views with
experts from the competent authorities of France, Sweden and the United Kingdom will take
place to give Members an overview of the role of these authorities in the assessment of
applications for approval of pesticides.

To prepare for this exchange of views, political groups have submitted the following
questions. These questions, which address many of the topics at stake, should be answered
in writing beforehand.

A RESPONSE FROM THE UNITED KINGDOM

1. What is the role of the Rapporteur Member State (RMS)? What are the criteria to
choose a Rapporteur Member State?

The RMS is responsible for assessing the supplementary dossier, submitted in support of the
application for approval or renewal of approval of an active substance or of a plant
protection product (PPP). They will also write the assessment report, contribute to the EFSA
peer review discussions and assess any additional information requested by EFSA.  For new
active substances, the applicant chooses the RMS.  For renewals, the is allocated by the
Commission, in discussion with Member States.

2. What is the role of the national agencies?

HSE’s role as the UK pesticides regulator is to make regulatory decisions on the range of
applications submitted, in accordance with EU and national legislation, so that plant
protection products (PPPs) placed on the market do not harm human health or have
unacceptable effects on the environment when used. HSE also works with other
organisations to ensure the risks and impacts of using PPPs are understood and controlled
appropriately through our own enforcement activity and that of other relevant UK
enforcement bodies.

3. How many authorisations of plant protection products (PPPs) have been
withdrawn in your Member States?

Authorisations can be withdrawn for a variety of reasons. These fall into four broad
categories:
i) administrative – commercial withdrawal, change of authorisation holder;
ii) changed end points from the renewal of an approval of an active substance that changes
the risk assessment such that it is deemed no longer acceptable;
iii) new harmonised guidance that changes the risk assessment such that it is deemed no
longer acceptable; and,



iv) new data resulting in a review of the risk assessment with the outcome that it is deemed
no longer acceptable.

For detailed figures, please see the answers to questions 34, 53 and 54 below.

4. In which way can the applicant contact your Agency? In which way can the third
parties or the Member States interested in commenting the assessment contact
your Agency?

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 directly in
certain situations regarding ongoing assessments.

5. Could you explain how the exchange with the applicant and interested third parties
works during the different stages of the assessment of the application by your
Agency?
 How do you check the applicant's compliance with applicable guidelines? Is

that done by checking the consistency of the application, or are any further
audits carried out?

 Are other concerned Member State agencies consulted already during the stage
of the initial assessment of the application?

 How much flexibilities does your Agency enjoy for the assessment of an
application? In other words, how standardised is the assessment procedure,
how much room is there for different outcomes in different Member States?

An initial admissibility check assesses compliance with the relevant data requirements so
that any major deficiencies can be identified.  Compliance with applicable guidance is
checked for individual studies as they are assessed.

The admissibility check is the responsibility of the RMS and other Member States are not
normally involved at this stage.

The EU assessment procedure is highly standardised, as are the data requirements. An
applicant can chose how to address these in a number of different ways including data,
extrapolation or a detailed argument explaining why data are not required for the particular
issue.

6. Are there other stakeholders involved in the process?

Not in the PPP authorisation process in the UK.

7. What is the percentage of applications for product authorisations coming from
SMEs (as opposed to large corporations)?

HSE investigated this closely in November 2016. Of the 490 ongoing applications at that
time, around 50% were from agrochemical companies who members of the Crop Protection
Association, a trade body representing mostly research and development companies. The
other 50 were mostly from SMEs and research bodies representing minor crops.



8. Are there any national laws enforced by your Agency (apart from Regulation
1107/2009)?

None in respect of the authorisation of PPPs.

9. Are there additional international guidelines that one has to follow for the
authorisation procedure?

The data requirements for study assessments often require that data is generated using the
guidelines prepared under OECD rules. Like all other chemicals, plant protection products
must be classified under the Globally Harmonised System (GHS). All safety data must be
generated using the principles of Good Laboratory Practice (GLP). All efficacy data must be
generated using the principles of Good Experimental Practice (GEP).

10. In reference to Article 8 of Regulation 1107/2006:
 How do applicants decide what constitutes “representative use”?
 Are there any guidelines on the choice of this “representative use”?
 What role do RMS have in checking, and thereby accepting or rejecting, this

“representative use”?
 How much room for manoeuvre does the RMS has in agreeing or not to the

chosen formulation (i.e. the plant protection product containing the active
substance)?

i) For new active substances, the applicant decides which uses they wish to support, which
by definition are representative, as there are no other uses authorised.  For renewal of
approval of active substances, applicants must choose a widely grown crop in each zone for
at least one PPP, typically the same uses supporting the first approval, or a justification for
why different uses are considered to be representative.

ii) There are no specific guidelines on representative uses, other than the requirement for
renewal of approval in Commission Regulation 844/2012, Article 7(c) that requires
information on a widely grown crop in each zone.

iii) For renewals, relevant RMS experts will assess the justification for different
representative uses.

iv) Relevant RMS experts will determine to what extent the risk assessments for the chosen
formulation and uses are representative of the wider authorised uses for the pesticide active
substance.  Their findings are clearly noted in the assessment report.

11. Provision of relevant peer-reviewed open literature:
 What concrete steps does the applicant undertake to provide relevant peer-

reviewed open literature, and how does the RMS check this?
 How are studies defined as “relevant” or “not relevant”?



i) The applicant must follow EFSA guidance for searching databases to find relevant open
literature.  The RMS checks the list submitted against the same EFSA guidance.

ii) The guidance methodology defines what is relevant or non-relevant.

12. Considering the volume of existing studies, how much time does your Agency have
to look into the studies and decide whether it accepts or rejects the applicant’s own
assessment?

All dossiers are assessed to the same standards, so the time allocated to each assessment is
proportional to the size and complexity of each dossier.  During the admissibility check,
relevant RMS experts provide a detailed estimate for how much time is needed to assess the
dossier as a whole. In the UK, this is used to plan for the work needed and to determine the
fee to be charged.

As the assessment progresses, experts review in detail all the information and data
submitted. In turn, they will decide to what extent the applicant’s assessment can be
accepted or whether this needs to be revised and resubmitted.

13. At what stage(s) of the procedure are parts of industry studies redacted? Who
decides which parts are redacted and based on which criteria?

HSE does not redact industry studies at all during the evaluation process. The full studies
and supporting data are made fully available to all those regulatory scientists evaluating the
application. For active substances, the full data package is available to EFSA and all
Member States conducting the peer review. For product authorisations, the full studies are
available to any Member State on request.

14. Could you describe the cooperation process between your Agency and EFSA?
What is the support provided by EFSA to the rapporteur Member State during the
assessment process; is EFSA’s role sufficient throughout the process?

Regulation 1107/2009 defines the roles of the RMS and EFSA.  Although EFSA offers
support during the assessment phase, this is not normally required by the RMS, but EFSA is
kept informed of progress with the assessments for work planning purposes.  During the
peer review phase, there is active cooperation between EFSA and the RMS.

15. What is done if studies showing harmful impacts to health or the environment are
published after the authorisation of an active substance or a plant protection
product? Which measures are in place to allow a re-evaluation and potentially to
re-consider existing studies that may now be more relevant? In this case, is the
previous procedure re-examined to make sure that earlier indications were not
missed?

All authorisation holders are under an obligation to notify Member States in which they
hold an authorisation of any new information that shows harmful effects on humans or the
environment under Article 56 of Regulation (EC) 1107/2009.  The information is considered
by HSE against any existing data and risk assessments to determine whether the risks are



still acceptable.  The authorisation can be withdrawn or amended if it is considered that the
new information is relevant and demonstrates that the risks are no longer acceptable/criteria
in Articles 29 and 4 are no longer met.  UK guidance is set out in:
http://www.hse.gov.uk/pesticides/topics/pesticide-approvals/pesticides-
registration/applicant-guide/the-applicant-guide-adverse.htm

16. How is human relevance currently used and what is the effect on the level of
protection of humans and the environment? Is the framework standardized? Is the
level of evidence specified?

We assume that the question refers to determining the relevance to human health of findings
in studies in experimental animals. HSE makes such decisions based on the most relevant
and up-to-date guidance and the best toxicological science emanating from expert advisory
committees and centres of excellence. Judgements on human relevance are used to
discriminate between experimental animal findings that are considered to have some
(definite, probable or possible) relevance to human health and those that are considered to
be not relevant. Only those in the former category are used in human health hazard and risk
assessment. The effect is that the most scientifically robust basis is formed for decision-
making to achieve the desired level of assurance (as stated in the regulations) that human
health will be protected.

Human relevance is not a consideration when addressing effects on, and protection of the
environment (beyond the issue of humans being exposed to substances via the environment,
in which case the above paragraph applies).

Is the framework standardised? Is the level of evidence standardised?
Yes, when it is covered in detail by guidance documents and/or other cited reference
material that have been agreed by all key participants in the regulation of pesticides. Where
this is not the case, we make an assessment specific to the issue at hand.

17. How is margin of exposure currently used and what is the level of protection of
human health and environment?

Margin of exposure is the ratio between the observed/predicted exposure and a level which
has been observed as being tolerated without adverse effects.

HSE uses margin of exposure in accordance with stipulations in the regulations and
associated guidance, the minimum margins at least having to be achieved in order to
authorise the use of a pesticide product. Achievement of the stipulated margins has been
agreed as being commensurate with the expectation that there will be no adverse effects on
human health and no unacceptable adverse effects on the environment; we adhere to this
position.

Human health reference doses set for pesticides usually incorporate a margin of exposure of
at least one hundred. As a consequence of this, allowable predicted exposures are limited to
1/100th of the dose that was shown to be tolerated without adverse effect, which is typically



1/300th to 1/1000th (sometimes even less) of the dose at which the first (often least severe)
adverse effects are observed.

Where there are concerns about the nature of the effect the required margin of exposure may
be increased to provide greater protection, e.g. for irreversible effects, or when relatively
small increases dose (exposure) produce a disproportionate increase in adverse effects, i.e.
the dose-response curve is steep.

The magnitude of the margin of exposure is selected to extrapolate from animal test data to
humans and then to cover the expected range of variability in humans, so that exposure at
levels up to reference doses on the basis of knowledge at the time of evaluation are expected
to be without risk of harm to health.

18. How is the evaluation criterion of historical control data currently in use and what
is the level of protection of humans and the environment?

HSE uses historical control data judiciously in helping with our interpretation of the
likelihood that findings in experimental animal studies demonstrate true effects caused by
the substance tested, rather than chance occurrences arising from natural statistical variation.
We intend that our use of historical control data will not impinge on the level of protection
of human health or the environment.

19. How is the extended one-generation reproductive toxicity test being used and what
is the level of protection of humans and the environment?

Under Regulation 1107/2009 and supporting legislation and guidance, experimental animal
testing of pesticide active substances and products should comply with the stipulations of
that regulatory framework. The need for additional experimental animal testing, over and
above that specified in the legislation, should be constrained to the minimum necessary.

In relation to the testing of pesticides active substances, it is the two-generation reproductive
toxicity study that is performed and submitted much more commonly than the extended one-
generation reproductive toxicity study (EOGRTS), for which there is relatively little
experience. The intention is that using the results of an EOGRTS should carry no
implications for the protection of human health or the environment.

20. How are cumulative effects and multiple mechanisms of action taken into account?

Cumulative effects. It is not clear what is meant by this term. It could refer to:

(i)   the effects of cumulative (i.e. repeatedly occurring) exposure to a substance; or

(ii)  the consequences of multiple exposures to a substance from a variety of sources;
or

(iii) the aggregated adverse effects of exposures to more than one substance



Multiple mechanisms of action. Again, it is unclear what the question intends to
probe. Is it the intention to focus on “mechanism” (the molecular chemistry involved) or
“mode” of action (the sequential steps leading to the expression of adversity)? And does the
question refer to:

(a) One substance having multiple mechanisms or modes-of-action, perhaps in
different biological systems or parts of the body (e. g. a substance causing kidney
toxicity in adult mammals and developmental toxicity in the fetus)? Or

(b) One substance causing an effect via two or more distinct mechanisms or modes-
of-action (e. g. both irritation and genetic damage in the respiratory tract, both
contributing to the development of lung cancer)? Or

(c) Two or more substances contributing to one effect (e. g. liver damage), each via
a different mechanism or mode-of-action?

Whatever the intention of the question, HSE’s approach is to use all available information to
make the best assessment of the potential of all the substances of interest in a particular
scenario to contribute to an adverse outcome.

21. How is low concentration impact assessed?

In HSE’s view the potential consequences of a relatively low exposure to a substance can be
predicted by extrapolation from the consequences seen with higher exposures.

22. How are mutagenic, genotoxic and endocrine disrupting chemicals assessed?

We interpret the intent of the question to be “How are chemicals assessed for their
mutagenic, genotoxic and endocrine disrupting properties?”

The words “mutagenic” and “genotoxic” are closely related, in referring to causing damage
to genetic material (genotoxicity), giving rise to its potential consequences (mutation). HSE
assesses whether or not a substance possesses these characteristics by requiring it to be
tested in accordance with the regulations and associated guidance, each test conforming to
the internationally-respected OECD test guideline. The assessment is developed
sequentially – first identifying whether or not a substance exhibits the inherent potential to
be genotoxic/mutagenic in in vitro test systems; and if so, then exploring whether or not this
potential is expressed in whole-animal in vivo studies.

The identification of endocrine disrupting potential is a relatively new regulatory
requirement. The approach will entail information gathering and further testing in
accordance with the requirements of the legislation and using the OECD hierarchical
framework for investigating endocrine-disrupting properties. The results obtained will be
examined to consider whether or not they satisfy the agreed criteria that define an
endocrine-disrupting chemical under EU pesticides (and biocides) legislation. A detailed
guidance document, intended to help with such considerations, is in preparation.

23. How is developmental immunotoxicity and developmental neurotoxicity assessed?



The standard reproductive toxicity testing required of a pesticide active substance, plus
other considerations such as the structural similarity of the active substance to other
substances of known developmental toxicity properties, produces three possible outcomes,
with regard to the active substance:

(i)    no evidence of developmental immunotoxicity or developmental neurotoxicity.

(ii)   clear evidence of developmental immunotoxicity or developmental
neurotoxicity.

(iii)  some indications (not conclusive) of possible potential for developmental
immunotoxicity or developmental neurotoxicity.

In cases (i) and (ii) regulatory decisions can be made without further assessment. In the case
of (iii), it might be necessary to require a specific test for developmental immunotoxicity
and/or developmental neurotoxicity to be conducted, to further explore this possible
potential – looking to the results to move the substance to outcome (i) or (ii), with the
associated regulatory decision-making.

24. How is soil toxicity assessed?

It is assumed that this refers to how the toxicity of a pesticide active substance to soil
organisms is assessed.  The toxicity to soil macro-invertebrates (e.g. earthworms,
collembola, soil mites) as well as soil microbial processes is assessed using the data outlined
in Commission regulation (EU) No 283/2013 and 284/2013.  The data from these studies is
then used along with information on the likely exposure levels in soil to determine the risk.

25. How is environmental impact on biodiversity assessed?

Art. 4(3)(e)(iii) of Regulation 1107/2009 makes clear that effects on biodiversity are to be
considered once scientific methods to assess them have been accepted by EFSA. There is
currently no guidance document , however, EFSA has published an opinion (see Guidance
to develop specific protection goals options for environmental risk assessment at EFSA, in
relation to biodiversity and ecosystem services
[https://www.efsa.europa.eu/en/efsajournal/pub/4499https://www.efsa.europa.eu/en/efsajour
nal/pub/4499]).  In the UK in the meantime, for the terrestrial environment, the toxicity,
exposure and hence risk to organisms in different trophic levels is assessed leading to a
detailed consideration of the potential impact on each level.  If an impact is predicted then
this risk may be mitigated via the use of risk mitigation measures.  For example, if an
adverse impact on non-target arthropods is predicted, the risk may be mitigated via the use
of a buffer zone which could aid recolonization and hence recovery.

26. Can the national authorities explain why, in their understanding, companies have
discretion over the choice of rapporteur Member State to initially assess and
evaluate their authorisation dossier?



Regulation 1107/2009 allows the applicant to choose the RMS for new active substances.
In such cases, the applicant’s plans for development and marketing their substance will
determine the intended uses and the desired timetable for approval.  Choice of RMS
therefore gives flexibility regarding Member State’s experience with certain uses or crops
and their capacity to do the assessment according to the proposed timetables.

27. Once an active substance has been reauthorized at the EU level, Member States
must re-assess all products on the market that contain it, to ensure that they
continue to meet modern standards of safety. Can the national authorities inform
us about the duration of this reassessment, and the process for market withdrawal
should a product be found to contain a co-formulant that has an adverse effect on
human health and the environment?

The regulation and associated guidance establishes a reassessment process which must be
completed within 12 months from the date of the active substance renewal. Companies must
make an application to support their PPP within three months of the date of renewal of the
active substance. Member States then have nine months to undertake their evaluation and
reach a regulatory decision on re-authorisation.

In specific circumstances the evaluation may be delayed:

• If the PPP contains another active substance for which active substance renewal is
expected within 12 months of the first active substance – there would be insufficient time to
complete the assessment of the first renewal (with one set of endpoints) before the second
renewal (with a different set of endpoints) would apply.  As a consequence product renewal
is delayed until all endpoints are available
• If following the EFSA conclusion it becomes apparent that new (previously
unforeseen) data are required to complete the risk assessment and there has been insufficient
time to generate these data, a delay to the full assessment may be necessary to allow these
data to be generated.

The assessment is undertaken for the formulation as a whole (not for the individual
component parts).  Some co-formulants may be prohibited via other (non-pesticidal
legislation) or may become listed in Annex III of Regulation 1107/2009, in which case their
use will be phased out in accordance with the relevant legislation.

If the renewal assessment for a PPP does not demonstrate an acceptable risk, the
authorisation will be phased out.  This usually allows for 6 months for sale and a further
year for storage and use (in accordance with Article 46).  Given that PPPs being renewed
were previously authorised in accordance with EU requirements (under Directive
91/414/EEC or Regulation 1107/2009) it is rare that an unquantified risk is of sufficient
concern to require immediate cessation and withdrawal of stocks; this however remains an
option.

28. Can you elaborate on the different ways in which Member States work together
under European legislation when evaluating an authorisation application? For



example, in cases where a product contains a substance identified as a candidate
for substitution, can the national authorities conduct comparative assessments to
identify lower-risk alternatives for the same uses and assess whether the substance
warrants substitution.

Member States in the EU are split into three zones (Northern, Central, Southern) reflecting
broadly similar agricultural and climatic conditions. Within each of these zones applications
for authorisation, amendment to authorisation and renewal of authorisation are made using a
collaborative approach. One Member State in each zone will undertake the majority of the
assessment of behalf of all other countries in that zone in which authorisation is sought. The
other Member States have the opportunity to contribute to this process via a commenting
procedure.

For some climactically-independent assessments (such as the consideration of PPPs that will
exclusively be used in greenhouses or determining comparability between formulated
products and sources of active substance) one Member State will perform the assessment on
behalf of all other countries in the EU following a similar process to that described for the
zones.

As a national authority, HSE undertakes a comparative assessment when considering a new
PPP, new use or the renewal of an authorisation for a product containing a candidate for
substation.  We only (re-)authorise a use of a PPP containing a candidate for substitution, if
there is no safer alternative (after taking into account the need to minimise the development
of resistance and the impact on growers of minor crops).  Given that the availability of
alternative PPPs varies from country to country, it is difficult for Member States to work
collaboratively for comparative assessments.

29. Re-authorisation delays of two or more years are “commonplace” in the seven
countries audited by the European Commission (EC). According to the EC, this
represents a “consistent breach” of legal deadlines. It also means that EU level
restrictions may not be implemented in due time, leading to unnecessary exposures.
Why does it take so long? The EC stated that one reason could be the “desire to
deliver a positive outcome……eventually”. Is it true that national authorities are
keen to comply with industry requests for authorisation? What happens when a
request is rejected?

National action on PPPs following re-approval of active substances follows the EU
regulatory requirements and re-authorisation requests are considered in line with the
legislation.   While Article 75(3) requires all Member States to ensure that the competent
authorities have a sufficient number of suitably qualified and experienced staff to meet the
obligations in the Regulation, in reality delays may arise because of the complexity of the
scientific assessment needed to determine an authorisation and the volume of applications to
be assessed.

HSE is an independent regulator, making evidence-based regulatory decisions based on
scientific data using harmonised guidance and the Uniform Principles. Regulatory decisions



are carefully peer-reviewed internally before release. As these may rely on scientific
interpretatuion, it is only proper that HSE is open to challenge by applicants.

30. According to the EC, the number of emergency authorisations has increased
sharply across the EU. Is this also the experience of your agency? What are the
criteria by which you judge whether these derogations are justified? Do you grant
emergency authorisations for the whole territory of your country? Do you grant
them for several crops at once? Do you grant them for several years in a row?

There has been an increase in emergency authorisation requests which reflects the loss of
important active substances and the emergence of new pests e.g. spotted winged Drosophila
(Drosophila suzukii in the UK).  As set out in the Regulation, applicants are required to
demonstrate that there is a danger that cannot be controlled by other means, which forms the
basis of the applicant’s justification.   This is further explained in the UK guidance as set out
in: http://www.hse.gov.uk/pesticides/topics/pesticide-approvals/pesticides-
registration/applicant-guide/the-applicant-guide-emergen.htm

In most cases, HSE issues emergency authorisations for the whole of the UK, although in
some cases it has been necessary to exclude certain devolved areas e.g. Scotland, at the
request of their authorities.   A different kind of restriction to treat a certain volume of seeds
was imposed on certain authorisations, and required that under stewardship arrangements,
authorisation holders ensured that the treated seed was only sown in those areas of the
country where there was the particular need to control the pest in question.  Emergency
authorisations are granted for individual crops for one season at a time but applicants can
apply to repeat the authorisation if the need for it can still be demonstrated.  For some uses
there are repeated emergency authorisations but in other cases it will be issued as a ‘one
off’.

31. Generally, the Commission Regulation for EU approval (or renewal of the EU
approval) of an active substance will include some recommendations for Member
States saying they should “pay particular attention to” the risk to operators, for
example, or groundwater contamination. In what way does your agency take these
recommendations into account?

For all PPPs, a full risk assessment is undertaken in accordance with:
• appropriate active substance and product data requirements,
• agreed EU guidance
• uniform principles

When a Regulation for approval of an active substance includes ‘Member states must pay
particular attention to…’, this is undertaken by the UK where applicants are required to
address the particular concern in their re-registration/renewal applications with new
information/data.  These are considered within the HSE assessment of the re-
registration/renewal applications to ensure that the point of concern is addressed
satisfactorily.



32. The Commission’s Review Report for glyphosate states that “Member States shall
ensure that the genotoxic potential of formulations containing glyphosate is
addressed before granting authorisations for plant protection products containing
glyphosate.” How is your agency going to implement this?

Applications for authorisation of glyphosate-based products have recently come into HSE.
They contain genotoxicity information. This information will be assessed by HSE in
accordance with the principles referred to in the answer to question 22.

33. The EFSA report on glyphosate states that “EFSA noted that other endpoints
should be clarified, such as long-term toxicity and carcinogenicity,
reproductive/developmental toxicity and endocrine disrupting potential of
formulations.” Given that applicants do not have to submit any studies on the long-
term health effects of their PPP, how is your agency going to assess these effects?

In assessing a glyphosate-based PPP, HSE will take into account all known information on
glyphosate and other chemical components of the formulation, in respect of these aspects of
toxicology. The applicant will also be expected to have done this in respect of their
application.

34. Not all active substances are allowed for use in all countries. How often does your
agency reject applications for authorisation despite the fact that the active
substance included in the PPP has been approved at the EU level?

HSE has carried out a detailed study of all applications requiring technical and scientific
input that were completed in the financial year 2015-16. A total of 555 applications were
completed and 118 were refused (21%), all containing approved active substances.

Approval of an active substance at EU level is based on assessment of a representative use.
Identification of a ‘safe use’ and approval of an active substance does not automatically
mean that a PPP authorisation will be acceptable to all MS.  There may be differences in the
mitigation measures that can be applied, or different target or non-target species present, or
different geo-climatic conditions or agricultural practices that impact on exposure and risk.

Acceptable risk for one representative use, also does not mean all PPPs or uses of one PPP
containing that active can be authorised.  The dose and method of application, the crop type,
growth stage or timing, all affect the extent of exposure and consequent risk assessment
(‘the dose makes the poison’).  Products may also contain multiple active substances
triggering combined risk to be considered.

On further analysis of the refused applications 2015-16, the reasons for rejecting technical
applications were very varied as follows:
 quality of application was poor; it was not possible to extrapolate risk from proposed

reference PPP or on-label use; formulation was not comparable; inappropriate endpoints
were relied on; mitigation needed was not possible in UK; or applicant chose to
withdraw the application instead of providing further information;



 insufficient efficacy or residues trials data were provided to support use on some or all
the specific crops proposed in the UK; or a robust resistance strategy was needed;

 combined risk from multiple actives in a PPP was either not addressed or resulted in
unacceptable exposure for workers, aquatic life or birds and mammals;

 EU decisions on MRLs impacted on the consumer exposure assessment, and lack of, or
new dermal absorption data impacted on operator, bystander and worker exposure
assessments for the UK;

 contamination of groundwater was predicted above the EU permitted level;
 an impurity exceeded permitted EU limits;
 UK specific surface water assessment indicated unacceptable risk to aquatic life at the

first tier, and potential higher tier refinement had not been performed;
 insufficient information provided to assess the risk to soil organisms, earthworms, non-

target arthropods, bees or plants, or unacceptable risk identified;
 toxicity of formulation to wildlife not addressed;
 long term risk to birds and mammals not resolved; and,
 novel exposure pattern, or recommendations for use not sufficiently considered, or not

covered by the risk assessment provided.

35. The Commission has asked EFSA to re-evaluate the risks linked to the use of the
herbicide “diquat” in order to avoid a legal challenge from its producer, Syngenta.
Has your agency faced legal challenges from applicants following decisions to
restrict or ban certain PPP?

To date, there have been no legal challenges against HSE’s decisions on PPP authorisations
or refusals under Regulation 1107/2009.

36. Please explain the authorisation procedure for final plant protection products in
detail (stakeholder, timeframe/deadlines, different steps/...)

Stage Step Description of process Target timeline
Pre-submission HSE provides

advice to
applicant

Provision of advice to applicant to ensure application is
complete and to the correct legislative requirements

Up to six months
before
application
submission

Application
submission

Applicant
submits
application

The applicant for the plant protection product submits
their final application to HSE.

Not specified

Completeness
check

HSE conducts
completeness
check

HSE checks the application, ensuring all relevant
information, data and paperwork is provided and to the
correct legislation.

Week 0 to 4

HSE decides
upon charging and
streaming

Judgement of work required in terms of specialist time,
leading to accurate charging and streaming (how much
and how long).

Evaluation HSE makes initial
contact with
applicant

The project manager for the evaluation contacts the
applicant to indicate the application has started and
give their specific contact details.  They also sort out
any initial minor issues at this stage.

Week 5 to 30

HSE
commissions the
scientific

The project manager researches the application in
detail, providing all background information to the
application and directing the scientist specialists as to



evaluation how to conduct the assessment.
HSE gives regular
updates to
applicant

The project manager contacts the applicant to give
regular updates on progress, as and when required.  The
applicant can also contact HSE at any time to ask for
the latest position.

Request(s) for
additional
information

HSE requests
additional
information

The project manager sends out requests for additional
information from scientific specialists if the data
package is deficient.  The applicant is given 13 weeks
to respond to each request, up to a maximum of 6
months in total.

Week 30 to 43

Commenting HSE liaises with
other Member
States to confirm
evaluation
conclusions

Liaison with other Member States to get their scientific
opinion of the UK assessment once complete.
Includes preparation of the UK assessment for
consultation, dealing with any comments received and
referring to scientific specialists where needed.

Week 43

Completion HSE makes the
final decision

The project manager collates all specialist conclusions
in order to make the final decision whether an
authorisation can be given or not.

Week 52

HSE issues an
authorisation

Production of final documentation, including internal
decision documents, recommendation letter, final
registration report and authorisation notice.

OR

HSE refuses the
application

Production of recommendation letter to applicant
explaining reasons for refusal.  If contentious, may
involve extensive discussion with the applicant.

The table above gives an overview of how HSE process a zonal application for a PPP
application .   There are other types of applications that take less time, for example, mutual
recognitions, but these still fall into the basic process above, just with a shorter legal
deadline of 120 days.

37. Can your Agency explain the rationale for having three different administrative
zones within the EU to manage the approval of plant protection products?

This was the outcome of the negotiation of Regulation 1107/2009. It reflects broadly similar
agricultural and climatic zones and was designed to facilitate following zonal and mutual
recognition applications between members of each zone to minimise regulatory burdens on
applicant and competent authorities alike.

38. Authorisation applications are assessed by one rapporteur Member State per zone.
Do you believe that national authorities have sufficient means and expertise to
perform their tasks? Do they all have the same means? Are they all equipped
equally (with staff, resources, finances, laboratory facilities, scientists,...) and able
to assess and approve PPPs in an identical manner?

The question of resources is for national Governments to consider and will differ according
to administrative structures, priorities and other factors in each Member State.  Laboratory
facilities are not a pre-requisite for the conduct of evaluation of regulatory risk assessments.



39. Is it at all reasonable to believe that some national agencies have more resources
and experience with plant protection products than others? If so, have you noticed
a correlation (positive or negative) between this expertise and applications by the
industry?

Yes, there is a correlation between the resources and experience of Member State
Authorities and the number of applications received.  The UK has attracted a high
proportion of new active substances because we have generally had the resources and
experience to complete the assessments according to timelines in the Regulation.

40. Is it at all reasonably to believe that some national agencies have a special interest
in plant protection products, notably because of their domestic economy? If so,
have you noticed a correlation (positive or negative) between this interest and
applications by the industry?

In some cases, there may be a correlation between the national interests of Member States
and the type of applications received.  For example, the Netherlands have an interest in
biopesticides and tend to receive a higher proportion of applications for these substances.
However, the industry also want their applications to be processed in a timely manner, so
capacity to do the work may override national interests in the choice of RMS.  (See answer
to question 39).

41. Do you think that low risk natural substances, which are also subject to the
assessment of health agencies, can be used as alternatives to PPPs in certain cases
and should therefore be encouraged?

Such substances may have potential as PPPs, but examples we have seen tend to be
specialised and suitable only for niche uses.  It is, however, important that all such
substances are properly assessed, since natural does not automatically mean low-risk.  We
consider that Regulation 1107/2009 offers little scope for encouraging them; for example,
the term low-risk cannot be used on the label for PPPs which have been authorised as such
(Art. 66(2)).

42. Can the national authorities outline the process for issuing parallel trade permits?
If a product has been authorised in one Member State, how does another Member
State demonstrate that the product composition is identical to a product already
placed on the market?

Details of the process can be found at: http://www.hse.gov.uk/pesticides/topics/pesticide-
approvals/pesticides-registration/applicant-guide/parallel-trade-permit-procedure.htm
Applicants are required to provide details the source of the PPP to be imported, i.e. name,
registration number and country of origin, and the UK reference PPP name and registration
number. Also required is a copy of the label in the source country and a draft label to be
marketed in the UK. HSE will contact the Member State of origin and request details of the
authorised PPP, including the formulation and purity of active substance.  These are
compared with those of the product registered in the UK to verify that they are materially
the same.  If they are, then a permit is given. If not, then a permit is refused.



43. Please explain how the mutual recognition procedure works in theory and,
especially, in practice. Is it possible for a Member State to refuse to grant mutual
recognition?

Articles 33 – 39 of Regulation 1107/2009 establish a zonal authorisation system for PPPs,
whereby an applicant can apply to several Member States at the same time. One, acting as
the zonal rapporteur Member State (zRMS), will then conduct the assessment to harmonised
standards (Uniform Principles) using harmonised safety limits (endpoints) and guidance to
decide on the authorisation. The other ‘concerned’ Member States then use the assessment
from the zRMS to decide on their own (‘following zonal’) authorisations.

If subsequent applications are then made to other Member States, the same process should
apply according to Articles 40 – 42, with the original authorisation again being used as the
basis for the decision (mutual recognition). Where an application under Article 40 is made,
the Member State to which the application has been made should examine the application
(including the assessment report of the zRMS) and decide on the authorisation as
appropriate with regard to the circumstances in its territory.

It is the intention of the regulation that assessments and authorisations from the zRMS
should be accepted and used, taking account of local circumstances, by other Member States
receiving mutual recognition applications. This is provided that those assessments were
undertaken in line with the Uniform Principles, using EU agreed endpoints and the guidance
in place at the time of the original application to the zRMS. These principles have been
incorporated into UK procedures for evaluating mutual recognition applications. A copy of
the assessment report from the zRMS needs to be submitted with the application, and this is
checked at the outset of the evaluation to ensure that the assessment is suitable as a mutual
recognition application. Provided the requirements (as above) are met, the core assessment
from the zRMS is not re-evaluated.

In the UK, there are currently a number of UK specific national requirements that also need
to be addressed. These should be presented in the national addenda to the draft Registration
Report (dRR). The UK specific national requirements are evaluated in line with the
appropriate guidance, whether that is the latest EU guidance (e.g. birds and mammals
ecotoxicology assessment) or the relevant UK national guidance (e.g. environmental fate
regarding drainflow).

Therefore, in practice, assessment of mutual recognitions in the UK is conducted as a two
stage process. ‘Phase 1’ of the assessment is a brief overview to ensure (i) that the basic
requirements (as above) are met such that the application is suitable as a mutual recognition,
and (ii) that the zRMS assessment does not contain any serious deficiencies that may
preclude authorisation on grounds of a demonstrably unacceptable risk to human or animal
health or the environment. ‘Phase 2’ of the assessment comprises a detailed evaluation of
the UK specific national requirements.



Regarding refusal of mutual recognitions, Article 36.3 states that conditions, restrictions or
risk mitigation measures derived from specific conditions of use may be applied, and
authorisations are refused if the PPP is considered to pose a demonstrably unacceptable risk
to human or animal health or the environment due to national environmental or agricultural
circumstances. These principles have also been incorporated into UK procedures. As such,
mutual recognitions can be refused if:
1. the basic requirements have not been met (e.g. zRMS assessment is not in line with
Uniform Principles, incorrect EU endpoints were used in the assessment),
2. a serious deficiency is identified in the zRMS assessment that presents a
demonstrably unacceptable risk to human/animal health or the environment that cannot be
mitigated,
3. evaluation of the national specific requirements reveals an unacceptable risk that
cannot be mitigated.

In the UK, where applications are refused due to deficiencies in either the zRMS assessment
or the national specific assessment, the applicant and the Commission are notified of the
decision under Article 36.3, with a technical or scientific justification for the refusal
accompanying the notification.

44. Are there differences in the zones concerning mutual recognition?

Across the EU many Member States have national requirements that must be addressed
before an authorisation can be granted. Furthermore, climatic differences between zones
generally preclude comparability of assessments across zone boundaries for outdoor crops.
There are some areas of the assessment which are clearly common to all assessments,
irrespective of the zone (e.g. physical, chemical properties and formulation toxicity). There
are also some types of uses (e.g. greenhouses, storage areas, post-harvest treatments or seed
treatments) where the same assessment will apply across the whole EU. However, there are
other aspects of the assessment that cannot apply across zones, or even within a zone.
Broadly speaking, differences between zones, in terms of how mutual recognitions are
evaluated, relate to differences in climate and local agriculture.

The most obvious differences between zones (and, indeed, between Member States within
the same zone) are the national specific requirements and risk mitigation measures unique to
the individual Member State. In general, information demonstrating how the zRMS
assessment is comparable and applicable to UK climate and agricultural conditions is
required. For example, the agricultural and environmental conditions in the UK are
particular in that a major route of exposure for aquatic life is via drainage. To ensure that the
predicted environmental concentrations (PECs) used in the zRMS environmental risk
assessment are pertinent to the UK situation, the applicant should provide an additional risk
assessment for aquatic life considering the drainage route of entry to surface water and the
UK soil hydrological situation. If the authorisation in the issuing zRMS includes risk
management or risk mitigation measures, it should be demonstrated how the proposed UK
statutory conditions of use afford the level of risk mitigation provided in that MS. Other UK
national specific requirements include; a consideration of appropriate UK focal species,



consumer risk through dietary exposure and comparability of UK agronomy. As these
aspects are unique to the UK, a zonal assessment is not appropriate; so additional
information is required to address these requirements.

45. How many products has your Agency approved by mutual recognition in
comparison to applications?

Total number of authorisations issued by HSE since the introduction of Regulation
1107/2009 where a technical and scientific input was required is 1970.  Of those, the
number authorised via mutual recognition is 137.

46. How many products have you re-evaluated even though they had been granted an
approval by another Member State?

HSE has no records of such occurrences. The UK however, along with other Member
States, is committed to avoiding any duplication of assessment. When HSE receives an
application for a PPP which we are aware already exists in another Member State, we will
rely on that assessment as far as we are able. Some elements may need to be re-evaluated to
take account of differing environmental and agronomic conditions (see answers to questions
43 and 44 above).

47. What are the main reasons why mutual recognition does not work?

There are many instances where the mutual recognition and following zonal processes have
minimised regulatory burdens on all involved. The authorisation of new PPPs, including
those with new active substances, has often occurred with minimal input and delay. In the
UK, this is particularly notable with biopesticides. In the UK’s experience, the frequency of
this happening is increasing.

However, there are difficulties with the mutual recognition system; some are procedural and
some are technical/scientific. These include the following:
 The need to conduct a national specific assessment can mean the 120 legal deadline

is missed.
 The inability to request further information from the applicant can mean the issues

that could be resolved are not and authorisation is therefore refused.
 The use of non-standard guidance or different endpoints in the core evaluation

causes difficulties.
 Mitigation measures are not uniform over the EU and thus, a Member State may not

be able to authorise a product for use in their Member State.

48. How do you take the evaluation of EFSA for an active substance into account for
the approval of a final product?

This is a key document to help identify where the risks and concerns for the representative
uses of an active substance lie.  It clearly informs the approval renewal regulation and
review report. The EU-agreed, regulatory endpoints for the active substance established by



EFSA, (e.g. Acceptable Daily Intake, Acute Reference Dose, Acceptable Operator
Exposure, percentage oral absorption, vapour pressure, soil DT50, ecotoxicological effect
endpoints) are used in HSE’s assessment of PPPs. We will not accept approaches or
argumentation to address risks with the PPP assessment if the same argumentation was
rejected during the active substance peer review process.  The approval/renewal regulation
and associated review report is used to inform which gaps identified in the EFSA
conclusion, require further consideration. The endpoints derived during the EFSA process
must always be used during the PPP risk assessment except where the applicant can
demonstrate access to a stronger or even more relevant endpoint.

49. How do you assess mixtures/co-formulates?

i) PPP classification considers the complete product as it is based on the formulation.
ii) Risk assessments for PPPs assess combined exposure to all active substances in the

formulation.  Where the environment will be potentially exposed to the intact
mixture (e.g. spray drift), the environmental risk assessment may use ecotoxicity
data generated with the formulated PPP. Rarely, specific toxicity of the non-active
co-formulants/impurities is also similarly considered (e.g. tallow amine surfactants
in glyphosate and other PPPs.)

iii) Commission Regulation 284/2013 outlines the data that are required on the
formulation.  These data are used to assess the risk from the use of the PPP.

50. Do you have guidelines for the assessment of final products? Are the guidelines the
same for every zone/Member state?

EU guidance for assessment of dietary (consumers) and non-dietary exposures (operators,
bystanders, residents, and workers), the environment and risks for active substances exist
and these also apply to products. As EU guidance they are the same for each zone and
Member State.  However, differences in risk assessments may arise from the application of
the guidance.  For example, for dietary exposures, differences in national diets may give
slightly different outcomes and for the environment, different focal species may be relevant
when assessing risks to birds and mammals at a local level.   For non-dietary exposures the
available guidance covers the main methods of use for most products, but there are still
important methods of use where detailed guidance is lacking and no harmonised approach
has been agreed, e.g. operator exposure during treatment of seeds with PPPs.  For
environmental assessments, zonal assessments or Member State-specific assessments may
utilise a subset of EU wide scenarios described in EU guidance.  For example, to assess the
potential for groundwater exposure at an EU level, the guidance describes nine contrasting
scenarios.  Within the Central Zone, six of these scenarios have been shown to be relevant,
and within the UK, four scenarios are relevant.

51. Please explain why emergency approvals are given.

There are several reasons, but the underlying basis is to control a ‘danger that cannot be
contained by any other reasonable means’ in terms of the legislation.  In the UK, this is
interpreted to cover the following situations:



 to control a new pest problem for which there are no registered products;
 to maintain control of weeds of danger to livestock/humans when an active substance is

withdrawn;
 to control a disease that cannot be controlled by other means e.g. blight in organic

potatoes;
 as an interim measure until a new chemistry to control a damaging pest/disease/weed is

registered.

52. What do you think of the idea to shorten deadlines/timeframes and to make them
more binding for Member States?

The complexity of the scientific assessments now required means that meeting the current
deadlines is challenging. Regulatory deadlines should be realistic and take proper account of
the work required of competent authorities and applicants.

53. Since the entry into force of the Regulation in 2011, how many applications for
authorisations have you assessed?

Total applications received by HSE since Regulation 1107/2009 introduced: 3418
Total resulting in an authorisation where a technical and scientific input was required: 1970
About to be issued: 19
Still in progress: 353

54. How many of them have they been considered positively? How many rejected? And
based on what criteria?

Refused: 613
Withdrawn by applicant: 461

See the answer to question 34 for more details of the basis on which authorisation is refused.

55. Have some of them been withdrawn in the course of the examination? How many
of them have been treated with the co-rapporteur system (art. 7.2)? Which were
the reasons for doing so?

For pesticide active substances, any major deficiencies would normally be identified during
the admissibility check. The applicant would usually then provide further information to
address the deficiencies, rather than withdraw the application.  It is therefore unusual for
applications to be withdrawn once the assessment has started.  In general, HSE prefers to
undertake all of the assessment work as RMS.  However, for a few renewal active
substances, the assessment has been shared with the co-RMS.  The reasons for doing so
have been (a) to make better use of available resources; (b) to help develop competence in
less experienced Member State Authorities.

56. Do you consider that the ability of the applicant to address his dossier to the
competent authority of his choice, may lead to competition amongst the competent
authorities?



All competent authorities should be working to the same regulatory standards in the EU
requirements so any competition would only come from efficiency of processing, which
would offer the potential for quicker access of new PPPs to the market and hence earlier
returns on investment.

57. Do you consider that the ability of the applicant to address his dossier to the
competent authority of his choice, may lead to evasion of an objective assessment?

This should not be the case as all competent authorities should be working to the same
regulatory standards in the EU requirements and all assessments are subject to detailed peer
review by EFSA and all other Member States.

58. Is there an indirect “obligation” between the approval of the substance and the
authorisation of the product (including all other added ingredients)?

A substance approval indicates in principle that an acceptable use has been identified for a
product containing that substance.  Each Member State will, however, determine the
authorisation for a product in light of any particular national circumstances which have a
bearing on it, in accordance with Regulation 1107/2009.

59. Is it possible that the RMS approves the substance, but doesn’t authorise the
product that contains this substance (and more)? If so, how often does this occur?

A Member State acting as RMS may recommend approval but it is only at EU level that
approval is given. Once an active substance is approved, Member States must consider PPP
authorisations based on their own assessment. It is conceivable that a Member State which
has acted has RMS may not have PPP authorisations to consider, or may come to a different
conclusion due to national requirements allowed under Regulation 1107/2009.

60. To what extent are studies on formulations taken into account in the assessments?

Studies on formulations are required to generate appropriate hazard classifications for
products and are stated in Commission Regulation 284/2013; provide information on dermal
absorption from undiluted and diluted products for non-dietary exposure assessments; and
provide information on potential residues in food commodities for dietary risk assessments
and where relevant ecotoxicological endpoints.  Studies on formulations are also required to
support measurements of operator and other non-dietary exposures where these are
necessary. Where the environment will be potentially exposed to the intact mixture (e.g.
spray drift of formulated products) the environmental risk assessment may use toxicity data
on the formulation. Formulation can have a major impact on efficacy and often large
numbers of studies are required. In addition, there is guidance on extrapolation before
formulations, which is specific to each area of the risk assessment, which may also inform
HSE decisions.

61. Do studies provided by the applicant give a complete overview of the data needed
to give an accurate advice?



The international protocols that toxicity studies and other data used to support human
dietary and non-dietary exposure assessments are required to follow are rightly predicated
on establishing results from worst case situations.  These include approaches which
maximise doses and exposures.  Real life exposures tend not to be as extreme and little
information is available on what are likely to be more realistic levels of exposure, whether
considering how the pesticide behaves in the environment or how people or animals respond
to exposure.  The other aspect that is typically untested is effects of co-exposure to other
pesticides.

Although expert opinion (e.g. EFSA Scientific Opinion, EFSA Journal 2013;11(7):3293,
131 pp) is that where such exposures occur, combined effects should be assessed on the
basis of dose addition, in proportion to dose and potency, and actual risks are expected to be
driven by only a few pesticides as in situations where exposure occurs to several pesticides
the majority of those pesticides are unlikely to contribute significantly due to low exposure
or low potency or both.  Synergisms are also considered to be unlikely at typical levels of
exposure.

For the environment, the studies provided to meet the data requirements under Regulation
1107 (i.e. Commission Regulation 283 and 284/2013) are generally sufficient to allow an
environmental risk assessment in line with associated EU agreed guidance to be performed
(i.e. the data requirements address the environmental behaviour and effects such that risks in
all relevant environmental compartments can be addressed).

Efficacy studies are a key part of most applications. If efficacy is not established, then
authorisation can be refused to avoid the potential for negative impacts without a positive
benefit.

62. Do the summaries of the regulatory studies submitted by the applicant provide an
accurate account of the study findings? Is there any evidence that findings are not
reported, or that studies are conducted but not submitted?

Study summaries typically provide a reasonable account of the findings and will usually
follow standardised reporting formats agreed at OECD level to harmonise the presentation
of all key studies. Occasionally, there may be the need for the HSE evaluator to add more
information and details from the study (e.g. details of the actual formulation used in the
study, the average temperature at which the degradation study was conducted, the initial
frequency of the pest at treatment) to enable others to understand fully the issues being
addressed.

Under Regulation 1107/2009, applicants are required by law to submit any adverse data that
may arise through the generation of new studies. These are submitted and given priority in
the UK for evaluation to determine if there is an impact on the risk assessment.

63. Do you take other studies and factors (not directly provided by the applicant) into
consideration)? What are the criteria to accept or dismiss other studies (e.g.
epidemiological studies)?



Published information on the active substance is required during the consideration of
approval (See question 11).

Generic data, for example data from similar applications of other products may inform on
expected levels of exposure of users, bystanders and residents, or of the environment.  In
some instances such data may be generated by or on behalf of official organisations.

While such studies may not be subject to the formal requirements of Good Laboratory
Practice, these studies are evaluated to establish the scientific quality of methods used and
the reliability of the findings.  A high degree of transparency with access to the underlying
detailed information is often important and, as a consequence, published information often
lacks sufficient details.

64. Does it occur that you reproduce information provided by the applicant? If so, how
often does this occur? To what extent do you conduct your own assessment in these
cases?

HSE evaluators independently review every study submitted for our assessment.  The
assessment output requires written details of the individual studies and a summary of the
findings.  In presenting their data to HSE the applicant is required to do the same
beforehand.  On occasion, the HSE evaluator may consider that applicant’s presentation of
their information requires no amendment and may accept the information as presented.

65. Does it occur that more updated or recent studies are needed than the info
provided by the applicant? Does this put in question the data submitted? Do you go
back to the applicant for extra data? Have you even felt into divergence of results?

Where material facts change then the applicant may need to provide updated information.
An example is when the residue definition for risk assessment changes to include a
metabolite not previously monitored for in residue trials, such that new trials are required.
Similarly, changes in guidance documents or data requirements often require applicants to
submit updated assessments or new studies to meet modern requirements. Another example
is production batch analysis data which support the technical specification of a substance
have to be no more than five years old.

66. While assessing an application, does your Agency feel any pressure (by the
applicant, the citizens, or other Member States? If so, does this affect the outcome
of the assessment?

Applications are assessed by the UK competent authority in accordance with the EU
regulatory requirements.  As a Government body, HSE regularly receives correspondence
from a range of stakeholders (applicants, trade associations, environmental NGOs and
individuals) on specific or general pesticide issues. HSE has experienced external pressure
in both directions, for and against pesticides from a wide range of stakeholders,
individuals/NGOs campaigning against pesticides, farmers/growers needing pest control
solutions, and applicants seeking authorisations. HSE is an independent regulator and the



outcome of our assessments are subject to internal peer review, with redress to external
review and ministerial oversight where necessary.

67. Does it occur that your Agency is asked by the European Commission to adjust or
revise the risk assessment? If so, how often does this occur? What are the reasons
for such a request?

HSE’s experience is that we have not been asked to adjust or revise the risk assessment by
the European Commission. Further work has been required as various assessments have
been considered through the peer review process for both active substances and PPPs.

68. Do you ever question the validity of the scientific peer-reviewed open literature,
from a point of view of fraud (e.g. plagiarism)? Did you have any cases of identified
fraud? What do you do in this case?

We do not routinely question peer-reviewed, open literature from the point of view of fraud,
and we do not check publications for plagiarism.   There is one recent identified fraud that
that could have had negative implications for paraquat, were it still approved: a former
assistant professor at the University of Medicine and Dentistry, New Jersey was found in
2012 by the US Office of Research Integrity to have fabricated studies published in 2005
(https://www.gpo.gov/fdsys/pkg/FR-2012-06-28/html/2012-15887.htm)

Aside from the issue of fraud, it is known that published research findings are occasionally
refuted by later publications, with some indications that this might be true for the majority
of studies (Ioannidis  JPA (2005) “Why most published research findings are false” PLoS
Med 2(8):e124.  DOI:10.1371/journal.pmed.0020124).  The reasons behind this include the
overall approach to science endeavour, the manner in which studies are conducted and the
statistical approaches for interpretation of findings.

69. Germany, as the Rapporteur Member State for glyphosate, copied and pasted into
the Renewal Assessment Report (RAR) the applicants’ evaluation of the peer-
reviewed literature studies on the carcinogenicity, genotoxicity and reproductive
toxicity of glyphosate. In January 2018, the German agriculture ministry stated
that “in the future” the relevant authority will “for reasons of transparency in the
evaluation process” provide a “clear distinction” between the assessment of the
authorities and the assessment of the applicants. Do you consider it important to
make this distinction? As a RMS, do you “copy-and-paste” the industry
application? How do you indicate your own assessment in this case?

Historically, HSE has used documents where the evaluator has reviewed and accepted data
in support of authorisation/approval and has reproduced the applicant’s text. In recent years,
greater efforts have been made to make it clear where the text is taken from the applicant’s
document.  However, with some types of data, for example reporting bare facts in contrast
to say interpretation and overall conclusions, distinguishing between applicant’s and
reviewer’s text is not that important.  For PPP 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 program, there is a separate RMS comment



section that highlights whether the study met validity criteria and whether it was reliable and
if so what the endpoint(s) are.

70. Why do some Member States approve more PPPs than others do?

There are a number of reasons:
 The size of the PPP market in a Member State can mean that it is not commercially

viable to seek an authorisation.
 HSE understands that some Member States are unable to allow applications from

manufacturers of generic products due to other national legislation.

71. Question to ANSES: much more active substances and PPPs are authorised for use
in France than in other countries, e.g. Germany. Why is that?

Not applicable.

72. Question to HSE: The EC audit report mentioned HSE as a best-practice example
for approval of PPPs. Why do you think that is? What would you recommend to
other Member States?

Summary of key strengths of HSE’s approach to pesticides regulation
• Independent regulatory body.
• All staff involved in PPP registration ‘under one roof’/management chain.
• Over 300 staff comprising specialist regulatory scientists, assessment managers,

policy advisers, and an enforcement team.
• A large ‘critical mass’ of experienced regulatory scientists capable of working on

different regulatory regimes as demands and priorities dictate.
• Highly focussed on delivery against legal deadlines (predictability needed for

applicants) and within fees which drives innovation, particularly management of
information, while maintaining regulatory standards.

• Independent scientific advice available from external independent scientific
committee (which is recruited in accordance with Government public
appointment rules).

• Scientific committee also appoints a sub-group of members to review HSE’s
pesticides regulatory work annually.

• Internal regulatory assurance measures to ensure consistency and quality of
decision-making.

• Clear communication channels with applicants.
• Regular stakeholder engagement through a range of stakeholder groups:

i. Pesticides Forum – representative of all key pesticide stakeholder
interests (farming industry, supply chain, environmental interests); and,

ii. Specific sector groups for farmers and growers (Grower Liaison Group),
amateur user interests, and amenity sector interests (parks, gardens,
sports turf, infrastructure protection etc.).

• Strong UK and international scientific links:
i. Through contributing to UK scientific meetings e.g. Association of

Applied Biologists;



ii. Through work on EFSA Panels and Scientific opinion and Guidance
Document working groups; and,

iii. Through OECD and SETAC involvement (and other PPP areas e.g.
Codex and related panels for pesticide residues).

• English is the language of business


