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PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES -
AUTHORISATION OF PLANT PROTECTION PRODUCTS

BY MEMBER STATES

PREPARATORY QUESTIONS

In the context of the PEST Committee meeting of 28 May, a public hearing with five invited
parties on “EU authorisation procedure for pesticides - Authorisation of plant protection
products by Member States” will take place.

To prepare for this public hearing, political groups have submitted the following questions.
These questions, which address many of the topics at stake, should be answered in writing
by 26 June 2018, 12.00 h.

For all experts:

1. According to the Myers et al statement of concern regarding concerns over use of
glyphosate-based herbicides and their risks (Environmental Health (2016) 15:19,
regulators have not incorporated peer-reviewed and publicly available research on the
risks of glyphosate because it ‘often uses standards and procedures to assess quality
that are different from those codified in regulatory agency data requirements, which
largely focus on avoiding fraud.’

 In your view, are current regulations on the use of evidence in pesticides risk
assessments by EU agencies adequate?

First of all, the question lets understand that no open public literature at all was taken into
account during the renewal procedure of glyphosate, but this is certainly not the case. Only
public literature studies that do not meet certain quality standards were rejected.

Secondly, the issue of the use of open public literature in the EU evaluation of a.s. of PPP’s
is not restricted to glyphosate, and is not solved by the abovementioned statement cited by
Myers et al alone.

Most importantly, the identification, selection and inclusion of scientific papers is
performed taking into account the very strict EFSA guidance document
(https://www.efsa.europa.eu/en/efsajournal/pub/2092), and this is legally foreseen under
Reg. (EC) no 1107/2009.

Importantly, guidance is provided how to report the criteria to appraise the relevance for
the relevant data requirement. These include (but are not restricted to) :

i. Definition of test material (including its purity and impurity profile)

ii. Relevant test species (to the mammalian toxicological assessment - preferred species
are rodents - rats and mice, the dog is the preferred non-rodent species)

iii. Number of animals per group sufficient to establish a statistical significance
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iv. Several dose levels tested (at least 3), preferably including a negative control, to
establish a dose-response

v. Relevant route of administration in terms of risk assessment (oral, dermal or by
inhalation)

vi. Description of the observations, examinations, analysis performed, or necropsy

vii. It should be stressed that studies which may be helpful for the interpretation of other
studies present in the dossier, but do not exactly fit under a specific toxicological
endpoint can also be taken into account.

Thus, MS’s conclude that the regulation is perfectly adapted to take on board data from the
open scientific literature, since it provides tools which describe precisely under which
condition such studies may be relied upon for the (eco)toxicological safety assessment of
plant protection products. If existing literature is scientifically valid, then it should be
challenged with existing regulatory guideline studies performed under GLP (referred to
above as data requirements “which largely focus on avoiding fraud”). If there is a
consensus among scientists to acknowledge the veracity and correctness of these studies, a
higher weight may be laid on the outcome of these GLP studies by general principle.
However, during the evaluations, a weight of evidence (WoE) approach should be taken,
meaning that the impact of open literature data should still be considered on a case-by-case
basis.

The challenge in future will be to consider how and to what extend ‘new science’ could be
taken into account in the risk assessment. Perhaps a revision of the uniform principles
would be useful in that respect, in order to ensure a better legal basis for potentially
worrying effects identified in the open scientific literature.

 Do they allow for the consideration of all relevant information including for the
consideration of scientific uncertainty?

As highlighted under (vii) of abovementioned question, some studies may pertain
endpoints which are not directly addressed in the guideline studies. In that case, a scientific
evaluation is made in order to determine if the observed findings are adverse or not, and
whether or not they could be covered to some extend by the existing studies (some
modifications may not be particularly worrying if it is considered that they are part of a
physiological pathway of an apical endpoint already looked at in the guideline studies).

Very often, these studies provide complementary information, but are not considered
critical for the final human health or environmental risk assessment. In cases where the
open scientific literature reveals suspected adversity not or insufficiently covered by the
guideline studies, this is highlighted during the peer review, and when considered
sufficiently worrying by experts (including EFSA), identified uncertainty will be addressed
during a stop-of-the-clock procedure, or may be addressed by ‘confirmatory data’, if at
least the global WoE indicates a safe use and thus approval of the a.s..

On the other hand, certain endpoints, like very specific ones linked to emerging risks (for
example some neurotoxicity findings, endocrine effects, genomic findings, results obtained
with the ‘omics’ technology – all reflecting ‘new science’ issues) may be very difficult to
interpret in terms of impact or relevance. Belgium sees some room for further improvement
of the legislation in order to make sure that there is a better legal framework to take these
effects into consideration.
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In conclusion, current regulations in our opinion allow for the consideration of most
relevant information including scientific uncertainty; in some cases, interpretation may be
difficult and adaptation of the current regulation could be considered. Ultimately public
health and environmental protection can only be attained when there is a concerted effort to
assure that when executing a study both scientific validity and data quality standards are
fulfilled. Scientific validity is verified via “peer-review” of the methods; data integrity
verification however can never be done by “peer-review”. It is only possible by an “on-site
verification in the lab” of the raw data by “independent” inspectors (GLP). Therefore, the
names of all the test labs responsible for the pivotal study should be made available to
public. This will help to open a discussion on the integrity of the test-lab results on the
hand of the yearly monitoring authority reports. Each scientific study (also university
publications) intended for regulatory purposes should go apart from peer-review through a
data integrity verification process comparable to GLP. Results of those audits should be
published later as post-info to the publication.

2. Is the separation between the risk assessment of active substances and plant protection
products as currently established under Regulation 1107/2009 the best way to assess
risks of pesticides to public health and the environment?

This separation is only installed for practical reasons. It makes no sense to evaluate every
plant protection product containing a certain active substance, as the substance itself could
appear unacceptable. In that case, evaluation of the plant protection product would have
been useless. Furthermore, innovation makes that new plant protections products,
sometimes combining different or other active substances, become available after approval
of an active substance, and these need to be evaluated on their own at that time. It is not
possible to foresee during evaluation of an active substance all possible formulations that
will come on the market afterwards. The authorisation of plant protection products have to
cover all possible uses in all kinds of different crops. The agronomical practices could
differ from country to country. It is simply impossible to cover all possible uses of a plant
protection product on the European level and at the same time keep up with incoming
applications for additional uses.

 Should EU regulators including the risk assessors rather evaluate the safety of the
end products given that glyphosate-based herbicides are said to be ‘more potent, or
toxic, than glyphosate alone to a wide array of non-target organisms’ and that ‘risk
assessments that are based on studies quantifying the impacts of glyphosate alone
underestimate both toxicity and exposure, and thus risk.’?1

Exactly in order to take into account potential effects of co-formulants, all formulations
(hence also the glyphosate-based herbicides) are being examined fully (for the acute phase
effects in experimental systems) as a condition for the authorisation on national level. See
also Q16. As discussed under Q25, longer-term toxicity of co-formulants is covered by the
risk assessment conducted under other regulations (e.g. REACH). It should be remarked
that MS’s have the possibility to request additional specific data concerning co-formulants
or even to request the use of alternative coformulants if it would be thought that the

1 Myers et al, Environmental Health (2016) 15:19.
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existing ones would induce an unnecessary high toxicity. This is why Belgium supported
the substitution of the POEA as foreseen in the approval renewal for glyphosate, and why
the establishment of a negative list of co-formulants is foreseen under regulation
1107/2009.

3. What could be improved in the approval system of final plant protection products on
EU level and national level?

In general, the approval system is working very good. Improvements are always possible.

Improvements could be made in Regulations 1107/2009 and 596/2005 on the procedures.
Belgium has made some rather technical suggestions in the framework of the EU
Commission REFIT-exercise.

Harmonisation of risk mitigation measures is needed.

4. Do you consider the zonal system to be fit for purpose generally? What are its
advantages and shortcomings compared to a centralised EU authorisation system for
plant protection products? Do you have general recommendations on how to improve
the zonal system? Would you advocate for a centralised EU system instead?

Belgium considers the zonal system fit for purpose of evaluating the submitted studies.
This should happen only once, so could also happen on EU level with as result that one and
the same outcome should be used for the risk assessment of the plant protection product.
On the other hand, the authorisation should happen on national level, in order to take into
account the national conditions. See Q2. It is extremely complex to take into account all
possible uses of a plant protection product and the risk mitigation measures available on the
local level, and to describe this in an authorisation as application conditions.

5. How do you assess the level of harmonisation of methodologies, models and specific
application conditions between Member States of the respective zones? Where do you
think more harmonisation is needed, where is it necessary to maintain flexibility for
Member States?

Both at the level of a.s. and product safety evaluation, harmonisation is very important, and
the variation on the outcome by different evaluators on a same issue should theoretically be
minimal. However, there will always be a need for peer review, since evaluators may still
have different views on and interpretation of the rules. It should moreover be kept in mind
that guidances (ensuring at best harmonisation) are meant to reflect standard situations, and
that in some cases, expert judgment will overrule guidance. Logically, flexibility for MS’s
will be restricted to differences in agricultural conditions and practices, explaining different
specificities between evaluation outcomes, risk mitigating measures, and risk
communication strategies. Due to an increasing tendency by Commission to appeal
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subsidiarity (even for a.s. issues that must be addressed at EU level), it is possible that
flexible approaches will increase, though.

The level of harmonisation of methodologies and models is checked during the peer review
of evaluations of other member states or during mutual recognition procedures. In that
phase, the evaluation report of other member states is checked in order to see if European
(=harmonised) guidance has been correctly (= with the same and consequent interpretation)
applied. At the same time it is checked whether the national specific applications
conditions are covered by the assessment of the rapporteur. As rapporteur, all application
conditions in the zone should in principle be covered.

6. What provisions are in place to facilitate work sharing between Member States of each
zone? How can work sharing be improved? What has proven to be best practices?

Work sharing is built in in the current procedures, foreseeing only one rapporteur for an
active substance and only three rapporteurs (one per zone) for a plant protection product,
and by the obligatory mutual recognition procedure.

Work sharing can be improved by harmonisation of the assessment methodologies. For
this, workshops amongst the involved evaluators have proven to give the best results,
although at the same time revealing the need for further harmonisation. Workshops are now
being organised by Commission, EFSA and mostly Member States. Such organisations are
however a high burden for the member states. A structure supporting organisation of such
workshops could help making faster progress.

Work sharing can also be improved by harmonisation of national procedures. It is
extremely important that Member States follow the same procedures for implementation of
European restrictions, in order to avoid unfair differences for stakeholders. Member states
could agree to take up initiatives on behalf of the whole zone or the whole EU. Also does
the workload for renewals (art 43 of Regulation 1107/2009) need to be distributed amongst
member states. For this, concertation amongst Member States need to happen and
agreements to be made. Different structures are in place to facilitate this :

- The Post Approval Issues expert group

- Zonal steering groups and director’s consult groups

- Inter-zonal steering group

As for workshops, structural support of the organisation of these meetings could help. This
is why now a secretariat in the Central Zone is financed by contributions of the zonal
Member States. A yearly changing chairing member state is supported by this secretariat.

As an important remark, Belgium would like to ask for capacity raising at Commission
services. Many improvements of procedures that could lead to more efficiency are now
simply not considered as Commission services have not enough capacity. Useful
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adaptations of Regulation 1107/2009 and even by 1107/2009 legally foreseen actions for
Commission are nowadays not been taken up for these reasons.

Commission tries to overcome this issue by referring more and more issues to the member
state level, in this way avoiding a more efficient evaluation on EU level. A good example
of this are the so called “confirmatory information”. This is additional information required
for the active substance, as an outcome of the approval procedure on EU level. For the sake
of efficiency and transparency, these should be dealt with at EU level as well, but more and
more these are being referred to the member state level.

7. From your experience, how can the compliance with legal deadlines be improved?

Compliance with legal deadlines can be improved by establishing realistic deadlines, and
improving efficiency and flexibility in meeting them.

Regarding a.s. evaluation, a problem of capacity occurs in case of renewals, when a huge
number of a.s. are submitted approximately at the same moment. In such cases, some
pragmatic approach is desired, meaning that COM is in a position to extend expiry dates
when it appears that the re-consideration of a.s. dossiers appear more complex than initially
foreseen (for instance when complex issues as endocrine effects should be addressed, or
when massive amounts of open public literature have to be evaluated).

The procedures and deadlines should take into account the whole workload of evaluating
member states. The above mentioned pragmatic approach is a solution. Only in case of
urgent situations of adverse data, extension of the deadlines is seen as difficult to defend.

Also legal expectations of the applicants need to be taken into account. Extension of
deadlines for renewals is not problematic for applicants, as their products stay in the
meantime on the market. Un important inconvenience is however that new requirements or
scientific insights could lead during the renewal procedure to the need for additional data
while the possibility to submit such additional data is explicitly excluded by the legal
procedure (based on bad experiences in the past). However, this leads to unfair situations
for applicants not being able to defend their applications as much as they could.

Not meeting deadlines is problematic for new active substances or products as it hampers
market access. Member states should raise their capacities in order to overcome this
problem, and in the meantime only accept applications for which they can meet the legal
deadlines.

8. Beyond further harmonisation of methodologies, models and application conditions,
how can the functioning of mutual recognition be improved?

Harmonization of methodologies is of course a key issue in the mutual recognition of the
evaluations carried out by other MS.  However, the completeness in the evaluation of the
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different environmental risk situations and agronomic conditions of the zone by the
reference MS is also an important condition to avoid repeating the evaluations and, in the
worst case, refusing the mutual recognition.  Both the applicants and the MS should play
the game of the zonal evaluation correctly and avoid using the mutual recognition
according to art. 40 as a shortcut to the zonal procedure.  When some MS are not included
as concerned MS in the zonal evaluation procedure there should be a clear justification to
apply for a mutual recognition in these MS afterwards.

The respect of international standards such as EPPO guidelines and the use of recognised
risk evaluation models (e.g. FOCUS) is also a key issue in the mutual recognition of the
evaluations and of the proposed mitigation measures.

The mutual recognition of “me-too” authorizations delivered without a complete evaluation
by the reference (rapporteur) MS and referring to unprotected data of (a) reference
product(s) should be facultative and left to the appreciation of each MS.

Last but not least, a clear documentation of the role of the risk management in the
interpretation of the risk evaluation and in the delivery of the final authorization in the
reference MS is important for the mutual recognition in particular when the conditions of
authorization differ from the conclusions of the risk evaluation.

9. With a view to findings of a recent Commission audit (http://ec.europa.eu/food/audits-
analysis/overview_reports/details.cfm?rep_id=108) which has found that some Member
States fully or partially re-evaluate applications although the majority of these
evaluations have the same or very similar outcomes, what can be done to avoid the
unnecessary duplications of evaluations?

It is useful to remark that, while 56% of the PPP applications are maybe identical to the
original zRMS evaluation, deviations were identified in 27% (with different risk mitigation
measures), 6% (with different gaps), 5% (with different classifications) and even with 6% of
refusal. Taking all together, 44% difference in outcome is substantial, and then the question
remains why it would be useless to revise authorisations if some MS consider that the
evaluation performed by other MS are insufficiently responsive to or protective for physical-
chemical properties, efficacy and selectivity, human health and environment.

See also answer to Q8 on mutual recognition

10. The increasing use of emergency authorisations pursuant to article 53 of 1107/2009 has
raised concerns about the protection of health and the environment. Could you explain
what has led to this increase?

The loss of substantial number of a.s. in the absence of valid alternatives, in an agricultural
context which remains unchanged. The more active substances are being forbidden, the
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more situations will occur in which plant production is at risk.

 Could you explain how compliance with the requirements of 1107/2009 and of its
article 53 in particular is ensured?

This is fully up to the appreciation of the member states, who can decide that the need for
sufficient protection of plant production justifies the use of a plant protection product that
has not been assessed according to the foreseen EU procedures. This does not necessarily
mean that the use of the concerned plant protection product leads to an “unacceptable risk”,
and hence not complies with the requirements of 1107/2009. It would however be perfectly
legal that a member states would accept such an “unacceptable risk”, if there would be no
other means to protect the national plant production.

This being said, it is the view of Belgium that member states should ensure as much as
possible that the “regular” authorisation requirements of 1107/2009 are being met when
granting authorisations under art. 53. In that way, additional data should be asked from the
producer. This is especially the case when we are dealing with a new active substance. Also
in case of a new plant protection product, the available data should be requested. In case of
use extensions of existing plant protection products already on the market, the data
available in the application dossier should be used at a maximum in order to evaluate the
use and to impose the risk mitigation measures in order to keep the risk to an level that is
considered as acceptable according to 1107/2009. This is the way Belgium applies art. 53.

The granted authorisations are notified to the Commission that checks if the legal
conditions are fulfilled. Further considerations are given in the DG Sanco Guidance
document on the matter.

 How do you assess the health and environmental impacts of the increased use of
emergency authorisations?

See above. As for “regular” applications, but based on the currently available data. The
increase of the use is not assessed, as this should be compared with the use of regular
authorisations which neither is assessed.

 Could you give concrete examples of emergency authorisations (both requested and
granted) and their reasons?

In attachment, an example of a granted and a refused application for emergency
authorisations are given, with all necessary justifications and evaluations. All
authorisations can be consulted on our website www.fytoweb.be

For all competent authorities:

11. Is it known what the total human exposure to glyphosate is?

 Please name all possible sources of human exposure to glyphosate, such as for
example soil, air, water, food etc. Do Maximum Residue Levels exist for all these
sources? (if so for which, for which not and why?)
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During the EU peer review, all possible sources of human exposure to glyphosate and their
impact on human health were evaluated at length. It is well known that the most likely
exposure route to glyphosate for the general population is via the diet (including drinking
water). Several exposure studies exist, and all of them, even those showing the highest
possible levels invariably indicate that the estimated systemic exposure (“body burden”) is
of low level of concern for human health. In conclusion, measured levels of glyphosate
indicate no concern and an acceptable risk. However, see also Q21 for a more exhaustive
answer

MRL’s are by convention restricted to all commodities entering the food chain. Upper limits
for certain compartments (ground water, surface water) exist, but driven by other regulations
or directives.

How is the compliance with MRLs being controlled?

The Belgian Food Safety Agency organises an annual sampling plan based on risk analysis.
This sampling plan is reported annually to efsa:
https://www.efsa.europa.eu/fr/efsajournal/pub/4791

Products with a higher probability of non-conformities are targeted.

 According to Myers et al the ‘risk of long term, incremental build-up of glyphosate
contamination in soil, surface water, and groundwater’2 is difficult to predict and
costly to monitor. Additionally, it is also found that there are profound gaps in
estimates of the total human exposure to glyphosate. Against this background, are
measurements being made in the EU of the total human exposure and are risk
assessors in the EU (including EFSA and national competent authorities) obliged to
consider it when assessing the risk posed by the use of glyphosate (both as substance
and as part of the end product) to human health?

The a.s. evaluation includes the thorough assessment of the fate in the environment, which
allows risk evaluators to identify predicted environmental concentrations in worse-case
situations. As highlighted in Q11 (first bullet), the statement that there are ‘profound gaps
in estimates of the total human exposure to glyphosate’ is not supported by the facts, since
pilot studies exist, allowing a proper estimation of systemic exposure to glyphosate via
different sources (see for instance references under Q21). In these cases, the potential
exposure was assessed, and no exhaustion of the dietary or occupational Reference doses
(RfD’s) was observed.

Like for any substance for which substantial exposure is expected (like glyphosate) or
(eco)toxicity would be particularly high (not as glyphosate), Belgium finds that it is correct
policy to further monitor the presence of glyphosate and metabolites in the relevant
commodities and compartments, and therefore Belgium supported the inclusion of these
substances in the HBM4U project, in order to further confirm in a more robust way the
existing evaluation based on pilot studies.

On the other hand, Belgium is opposed to the common misconception in toxicology that
‘exposure’ equals ‘risk’. If a consensus exists on the identification of safe doses in
toxicology, the establishment of reliable reference doses based upon the principle of dose-
response and the concept of thresholds, as well as the methods used in risk evaluation

2 See Myers et al, Concerns over use of glyphosate-based herbicides and risks associated with exposures: a
consensus statement, Environmental Health (2016) 15:19.
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based on both hazard and exposure, then clear conclusions on safe uses are possible.

If such a consensus view is not accepted, it is understandable that great public or even
certain scholars remain reluctant to the outcome of risk evaluation, and stick to the concept
that even low (and safe) doses may cause harm. However, this attitude makes each
constructive dialogue impossible, and Belgium does not adhere to such rebuttal for
scientific reasons.

In conclusion, risk assessors do consider exposure data and take such results very seriously
in the a.s. peer review. Available data indicate that the use of glyphosate as a PPP is
unlikely to lead to an unacceptable risk for the population and the environment (please
refer also to Q21).

It is of note that this rationale does of course not exclude any attempt to reduce the
environmental contamination of pesticide residues, and adhere to the ALARA-principle
(‘as low as reasonably achievable’).

12. Can you please explain the process of authorisation of the placing on the market of
plant production products at the national level?

Applications are evaluated according to European guidelines. Procedures described in the
Regulation 1107/2009 and relevant EU procedural guidance documents are respected.

Once the zonal rapporteur performed the evaluation for all concerned MSs, a commenting
period is foreseen after this evaluation. The applicant and concerned MSs have the
opportunity to provide comments on the evaluation. After this commenting period,
submission of additional studis is no longer allowed.

Based on the conclusion of the evaluation, a decision is taken taking into account the
prescriptions of Regulation 546/2011 concerning uniform principles for evaluation and
decision making for plant protection product. The decision (granting or not the
authorisation) is taken at national level.

In Belgium, the authorisation is granted by the Minister of Public Health, on advice of the
Authorisation Board. In this Board, all competent authorities, both federal and regional, are
represented. In practice, the authorisations are granted by the Service Plant Protection
Products and Fertilisers of the Federal Public Service Public Health, Food Chain Safety and
Environment, on behalf of the Minister. This same service organises the meetings of the
Authorisation Board, deals with the applications and provides for the assessment of the
application dossiers. Procedures and requirements are explained on www.fytoweb.be

See also Q2, Q12, Q23 and Q25.

 To your knowledge, do national risk assessments of the safety of glyphosate-based
plant-protection-products (such as e.g. Monsanto’s Round Up) exist at present?

National risk assessments are available for most glyphosate-based plant protection
products, as far as the evaluation happened by Belgium and not by another MS.See also
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Q2, Q12, Q23 and Q25.

 It has been explained, among others by the German BfR, that one of the differences
between the EU risk assessment of glyphosate and that of the IARC is that the latter
has evaluated not only the active substance, but glyphosate-based end products.
Given that national authorities in the EU are responsible for the authorisation of the
placing on the market of plant protection products, will national risk assessors
consider IARC’s findings on carcinogenicity? Should glyphosate-based products be
banned at the national level?

Plant protection products contain active substances and co-formulants. Potential
carcinogenicity of a plant protection product containing a non-carcinogenic active
substance as glyphosate could hence only be explained by carcinogenicity of the co-
formulants. However, carcinogenicity is not examined for plant protection products, this is
only examined on the level of the active substance, as for good reasons (see further) it is
not expected that the co-formulants would contribute to carcinogenicity.

The evaluation of glyphosate-based plant protection products should happen for the product
as it will be placed on the market. It is totally unclear for which composition the studies
considered by IARC were carried out, so it is impossible to tell for which products the
findings would be relevant.

Belgium is very much attached to a correct implementation of Reg. (EC) no 1107/2009.
Once an a.s. is well evaluated and approved at the EU-level, it is inappropriate, non-
transparent and counterproductive to re-iterate issues from the a.s. evaluation at
zonal/national level.

Belgium is well aware of the parallel evaluations on the long-term effects of glyphosate,
including those of IARC. Belgium however considers that all valid studies have been
considered during the evaluation, both on the a.s. and the products.  After having actively
participated in all phases of the peer-review, the authorities communicated in a clear and
transparent way the scientific rationale in matters of human health and carcinogenicity
evaluation to all stakeholders.

Belgium considers it misleading to state that the difference in outcome between IARC and
all other regulatory bodies would be caused by the non-consideration of “glyphosate-based
end products”.

Following considerations are made:

(i)There are no specific and valid findings in the existing studies indicating that co-
formulants would be carcinogenic for animals. This is actually the case for most co-
formulants, which are in principle reviewed under REACH. On the other hand, the EU
evaluation considered all studies, including these on products. The current state of the
evaluation indicates that either these product-related studies are not adequate to regulate
a.s. matters (please also keep in mind that some non-EU formulations may be not
representative in the first place) or that they may not be relevant for scientific reasons.

(ii) Existing epidemiological studies (by definition based on estimations of exposure to
the product, not the a.s. alone) are until now not indicating that there would be an
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increased risk of cancers in farmers or applicators, as compared to the general
population on a Weight of Evidence basis. While some exceedances are restricted to
case-control studies having limited power, the more robust cohort studies do not show
such findings, making the overall increased likelihood equivocal. Even IARC concluded
that there was only limited evidence for the carcinogenicity of glyphosate in human
observational studies.

(iii) It should be recognised that the most probable reason for the discrepancy between
IARC and others reside in the fact that IARC deliberately chose not to take into account
some non-published guideline studies, and that in addition, slight differences have been
identified in the statistical and scientific interpretation of the animal/human studies
relied upon by both groups.

While Belgium acknowledges that a scientific disagreement exists, it still collegially
adheres to the EU risk assessment of the a.s. (and for matters of PPP as regards
carcinogenicity). Belgium additionally considers that, from a general point of view, a.s.
evaluations belong to the EU Peer Review process and should thus be considered under this
procedure accordingly. Thus, national risk assessors consider it useless to re-assess IARC’s
findings on carcinogenicity

In conclusion, as long as the PPP evaluation indicates a safe use for the products under
zonal procedure, Belgium sees no reason to ban the use of glyphosate for reasons of human
health or environment. However, Belgium recognises that at higher policy level other
socio-economic concerns may be considered, and it remains possible to ban/restrict any
PPP at national/regional level for other reasons beyond safety ones. It is then high-level
responsibility to manage the practical, societal and legal consequences of such choices.

13. How does the mutual recognition in your zone work?

Mutual recognition is applied for by the applicant, be it during the zonal evaluation and
authorisation procedure (Belgium being concerned MS) or be it as a separate application.
In both cases, Belgium examines the evaluation of the zonal rapporteur or reference MS.

In general, the mutual recognition procedure according to art. 40 works smoothly in the
central zone.  However, recently this procedure tends to be used more and more by
applicants to shorten the delays in the final approval by the zRMS in the zonal evaluation
procedure. The quality and the completeness of the evaluations differs substantially
between the MS of the zone which often obliges to repeat the evaluation and require
additional information to the applicant to cover specific issues that have not been assessed
by the reference MS. In particular, international standards such as EPPO guidelines are not
always followed and standard (eco)toxicological risk assessment models are not always
used.

The availability of the dRR (draft registration report) on CIRCA BC is also a problem with
some MS and when the evaluations are provided by the applicant it is not always evident
that they have been approved by the authorities of the reference MS.  Moreover, when
additional information on the evaluation is required from the authorities, the delays to
deliver that information can be quite long for some MS.
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The mutual recognition of “me-too” authorizations delivered without a complete
evaluation by the reference MS and referring to unprotected data of (a) reference product(s)
is also problematic when the evaluation of the reference product is not available.

14. How many products have you approved through mutual recognition and how many did
you assess yourself?

In 2017, 23 authorization have been delivered according to art. 40 and 6 were refused.  All
these applications have been re-evaluated for the different sections of the risk assessment,
this means : the evaluation by the reference member state has been examined in order to
verify if standards are met. Hence, no applications were assessed ourselves.

15. For the latter, why did you conduct an own assessment for those products?

Not relevant, see Q14.

16. How do you analyse formulations?

The analysis of formulations in Belgium is done by an independent organisation (FASFC:
Federal Agency of the Safety of the Food Chain), which works closely together with the
competent authorities.

A list is provided of all formulations that are produced in Belgium, and the relevant
information from the dossier is given to FASFC. This relevant information contains
production location of the formulation, used sources of technical active substances and
their purities, analytical methods to determine the a.s. in the formulation and the
composition. FASFC checks whether the formulation is compliant with the information
from the authorisation dossier and with legal requirements.

The analysis of the formulation itself (determination of the content of the a.s.) is done by an
independent laboratory.

The FASCFS controls around 80 products on a yearly basis. In 2017, 7 products containing
glyphosate were analysed. All of them were conform.

17. Proper protection of the agencies' independence is key to ensure the reliability of the
assessments. However, ever stricter rules on independence will likely result in
difficulties to recruit qualified staff for the agencies. What safeguards are in place in
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your agency to achieve a fair balance between ensuring sufficient independence of the
agencies and ensuring that the staff is sufficiently familiar with and experienced in their
fields of expertise?

Experts are recruited on the basis of scholarship and when possible, experience in the field
of research and/or regulatory experience. In practice, the background of experts raises no
concerns as regards independency or conflict of interest. A continuing effort is invested in a
permanent education in their field of expertise, by organising seminars, allow the
attendance to congresses, stimulating the consult of relevant standard works (including
updates) and scientific literature. In addition, internal peer review is organised as much as
possible among experts of the same discipline to increase trust and gain confidence, and
common understanding in the way evaluations are conducted, in a spirit to “err on the safe
side”.

In Belgium, we have thus no reason to suspect a shortage or decline in expertise. The major
element to guarantee a necessary level of quality is making sure that sufficient time is
foreseen to perform the evaluations. A major safeguard against faulty or superficial
evaluations is focussing on the outcome (quality) and not merely on the output (quantity) of
deliverables.

In contrast to what has been continuously repeated, we are of the opinion that the presence
of a strong administration/agency, disconnected from financial or resource constraints and
agnostic of ideological considerations, where independent expertise, based upon continuity
and neutral attitudes, constitutes the main safeguard against biased and non-impartial
approaches driven by societal or industrial lobby-groups.

 What measures have proven to be best practices?

See above.

 Do you consider further improvements necessary and if so, how could the systems in
place be further strengthened without compromising your agencies ability to work?

See above.

Belgium is aware of the measures and proposals in the frame of the REFIT. We consider
that the regular update of acquired skills, and an internal improvement of quality standards
of evaluations are necessary, and these are currently under investigation to ensure a proper
functioning of the experts at both EU and zonal level.

18. The Commission aims to improve the transparency and risk communication to the
citizens with its proposal on the General Food Law. Does your agency currently work
on programmes to improve the transparency of your evaluation processes and/or risk
communication?
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The GFL is re-drafted under REFIT. Regarding the a.s. evaluation at the EU-level, the
work delivered by experts are already rendered transparent in the sense that sanitised draft
evaluation reports and accompanying evaluation documents are published on the EFSA
website and available to anyone. Under REFIT, this evolution will only be strengthened.
Thus, transparency is guaranteed by the EU procedures and EU legislation. In our opinion,
there is no need of further action at the national level for these deliverables.

On the other hand, when necessary, further clarifications may be provided via other
channels, in response to questions of stakeholders, or proactively on a case-by-case basis.
The federal health services hope that the same transparency will be also be established and
maintained at other Belgian policy levels.

Existing information on the Fytoweb website provides evidence of a continuous effort to
communicate to all interested parties. Publication of the national registration reports for
plant protection products is considered for the near future.

 Which measures do you consider appropriate to increase public trust in the
authorisation system for plant protection products?

As stated above, all possible measures legally foreseen today, are put in place to enhance
transparency of safety evaluations. Further efforts are needed to better communicate the
way approvals at EU-level are discussed and voted (at SCoPAFF level).

Further transparency could be achieved, for instance by rendering public the proprietary
study reports submitted by the industry. It is however also considered that an increased
transparency regarding such studies (also to be regulated at EU level) will only be efficient
if sufficiently contextualised by the authorities. Therefore, enough resources should be
foreseen to achieve this goal. The mere dumping of raw data (“fishbowl transparency”) is
likely to provoke confusion and misinterpretation by the general public (and even untrained
scientists) if these data are not adequately summarised and put into context. The existing
Peer Review Report including the DAR is the best tool to create such contextualisation
(“reasoned transparency”).

In order to increase transparency, publication of all Belgian national registration reports is
being considered and prepared for the near future.

 Are there any best practices from your country?

See above. The existent initiatives in order to communicate all aspects of risk assessment
and –management via stakeholder consultations and via the internet seem to be efficient, at
least judging upon responses and visitors counts on fytoweb.be.
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19. Art. 50 of the Regulation allows you to refuse or withdraw an authorisation of a PPP in
favour of an alternative.

 What proportion of all the demands of authorisations undergo the comparative
assessment?

Comparative assessment is required for PPP containing an active substance identified as a
candidate for substitution, for applications submitted after August 1st 2015.

Comparative assessment is a MS issue. Some MSs, amongst which Belgium, have
developed national guidelines in order to precise their national approach. The wording of
Regulation 1107/2009 allows for interpretation which needs to be explained to the
applicant.

Comparative assessment is required for new authorisations and new uses and during the
assessment of the renewal of authorisation following renewal of the approval of the active
substance identified as a CfS.

No comparative assessment was required during 2015.

In 2016, comparative assessment was performed for about 1% of applications for new
authorisations, new use or renewal of authorisations.

In 2017, comparative assessment was performed for about 10% of applications for new
authorisations, new use or renewal of authorisations.

For the first quarter of 2018, comparative assessment was performed for about 7% of
applications for new authorisations, new use or renewal of authorisations.

 How many refusals and how many withdrawals, did you have in the last 10 years?

None due to comparative assessment. Total figures, with refusals and withdrawals for other
reasons, are given below

Total
Refusals Withdrawals

2007 1 9
2008 3 1
2009 3 7
2010 10 29
2011 32 15
2012 8 2
2013 21 0
2014 31 0
2015 56 3
2016 41 71
2017 20 24
2018 5 0
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20. Mutual recognition in practice. How many products circulate in your own market, as a
result of the mutual recognition procedure?

Between 2012 and 2017, 222 authorizations have been delivered by mutual recognition
according to art. 40.

 From which countries the authorisation of the majority of products originates?

UK

 How many demands of mutual recognition authorisation from the same zone have
you refused?

During the same period, 38 applications have been refused.

 On what grounds?

Mainly for reasons of incompleteness of efficacy dossier (till 2017), unacceptable
environmental risks or incomplete risk assessment and in a few cases for toxicological
reasons.

21. In the study led by the Wageningen University “Distribution of glyphosate and
aminomethylphosphonic acid (AMPA) in agricultural topsoils of the European Union”
conducted in 11 EU countries, it is clear the link between human exposure to
glyphosate & AMPA through dust particules or drinking water resulting from water
erosion. Moreover it is also clear that the objectives of the Directive 2000/60 are
compromised.

 Do you perform any assessment on that issue when you authorise products
containing glyphosate?

Firstly, as stated above, the impact of environmental contamination of any pesticide,
suspected either to be responsible for a high exposure, or known to be particularly toxic,
should be subject to adequate environmental monitoring, for several reasons. In Belgium,
such a monitoring is a responsibility of regional authorities. Belgium favours for reasons of
human health the conduct of biomonitoring studies of glyphosate and its metabolite
(HBM4U).

Secondly, Belgium considers that such issues should not be dealt with at national/zonal
level alone. While agricultural practices for the use of glyphosate based herbicides are
probably quite comparable throughout the EU (at least per zone), it makes no sense to
pinpoint a Belgian situation. Our general opinion is that such issues are a.s. matter, and
should thus be assessed at the EU level, including a final peer review hosted by EFSA and
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the EU COM.

Thirdly, taking into account abovementioned considerations, regarding its impact on
human health (as suggested in your statement), Belgium considers that, on the basis of
recent (albeit limited) biomonitoring data, the level of concern would not be that high as to
prohibit the use of Glyphosate. In a recent article (1Niemann et al, 2015) where
biomonitoring data were reviewed, authors demonstrated that, even when taking into
account the grand maximum of measured urinary glyphosate levels (0.233 mg/L urine), the
body burden remains in the lower decile of the ADI (~8%). This consumption of the ADI
represents a situation >10 higher than that observed in most other published exposures
(typically <0.7% of the ADI).  Conversely, estimations of body burden taking into account
the highest noted value in a recent publication of US surface water contamination (430
µg/L surface water, 2Van Bruggen et al, 2018), indicates no exhaustion of the ADI either
(~3%).

In conclusion, Belgium remains of the opinion that a continuing effort to integrate
biomonitoring data in a.s. and product approval will become increasingly necessary.
However, limited existing data on glyphosate based herbicides indicate that there is no
unacceptable risk linked with the legal use of glyphosate. Since these pertain either
biomonitoring data or data linked to environmental compartments most likely to be
relevant for the dietary/water exposure to this herbicide, the Silva paper mentioned by you
does not alter these conclusions.

Please also refer to Q11.
1 Niemann L et al, A critical review of glyphosate findings in human urine samples and comparison with the exposure of
operators and consumers, J. Verbr. Lebensm. 10:3–12, 2015.

2 Van Bruggen AHC et al, ,Environmental and health effects of the herbicide glyphosate, Sci Total Environ.616-617:255-
268, 2018.

 If you had data enough, would you start a review of approval procedure pursuant to
art. 21 of the Regulation?

Belgium considers that enough data are available as far as glyphosate concerns.

22. Did you have any requests for authorisations of products claiming to substitute the
products containing glyphosate? How many, when and what was the result of the
assessments?

Products based on pelargonic acid. Assessment was in favour of the authorisations of these
PPPs but only against annual weeds. Glyphosate based products are also effective against
perennial weeds. About 30 authorisations of acid pelargonic based PPPs are granted in
Belgium. Due to high volume of use, these products are only suited for home and garden
use.

23. The EU decided in 2016 to ban all herbicidal products that include both glyphosate and
polyethoxylated tallowamine (POE- tallowamine).

 Can you confirm that no products containing both substances are authorised
anymore in your country?
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Yes

 Do you still allow POE-tallowamine in other formulations?

Yes, there are 6 other formulations currently on the Belgian market containing ethoxylated
tallow alkyl amines.

 Have you assessed other co-formulants in formulated products?

Yes : nonylphenolethoxylates were banned on national level, based on a risk assessment,
even before the European restriction to 0.1 % presence in formulations. Furthermore, we
have a list of forbidden co-formulants in Belgium.

 Is there any other co-formulant that you consider too hazardous to authorise in plant
protection products?

Co-formulants classified as carcinogenic, mutagenic or toxic for reproduction in categories
1A/1B (CLP)  will automatically be refused. The following solvents are not accepted
unless it can be demonstrated scientifically that they are technologically essential:

- Methanol

- N-methylformamide

- Benzene

- N, N-dimethylformamide

- n-hexane

- methoxy, ethoxy, propoxy, isopropoxy and butoxy ethers of ethylene glycol and their
acetate derivatives

- n-hexane + methyl ethyl acetone

- 1, 2 - dichloroethane

- 2-nitropropane

- Nitrobenzene

- N-methylpyrrolidone

- alkylphenol ethoxylate

- Gamma-butyrolactone

All these substances have been notified by Belgium to the European Commission, as
provided for by the Regulation 1107/2009; so they might be included in the negative list of
co-formulants under Regulation 1107/2009 (annex III to the Regulation), which is currently
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being prepared by the European Commission.

24. According to EU law, applicants had to submit their requests for re-authorisation of
glyphosate-based products within three months from the date of application of the EU
decision on the glyphosate renewal, i.e. by 16 March 2018 (Article 43(2) of Regulation
(EC) No 1107/2009).

 How many applications for authorisation or re-authorisation of glyphosate-based
herbicidal products has the [national authority] received?

Following the renewal of the active substance glyphosate, a total number of 63 applications
for renewal in accordance with Art. 43 of Regulation (EC) No 1107/2009 has been
received: 7 applications for which Belgium acts as zRMS and 56 for which Belgium acts as
cMS. Please note that this number not only includes reference products, but all duplicate
authorisations (“me too”) as well.

Furthermore, 1 application for a new authorization of a glyphosate containing product has
been received after glyphosate renewal, 1 “old” application (submitted well before the
renewal of the active substance glyphosate, but updated in compliance with the decision on
the glyphosate renewal by the applicant) has been finalized by the zRMS and is currently
under evaluation in Belgium and 4 similar “old” applications are still in the pipeline,
pending a finalisation of the evaluation by the zRMS.

 How does this compare to the number of currently authorised glyphosate-based
products?

Belgium has contacted all authorization holders of glyphosate containing products and
requested the submission of an Art. 43 application for renewal for a total number of 83
authorized glyphosate containing products. This means that for about 75% of all authorized
products, an application for renewal has been received.

Belgium has taken note of 1 applicant which did not submit Art. 43 applications for all its
glyphosate containing products due to commercial reasons.

25. The EFSA Conclusion on glyphosate states that “the genotoxic potential of
formulations should be addressed”. It also states 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 are
not required to submit any studies on the long-term health effects of formulations, how
do you assess the genotoxicity, carcinogenicity, reproductive/developmental toxicity
and endocrine disrupting potential of glyphosate-based formulations?

Taking into account Reg. (EC) no 1272/2008, it is impossible to ask for other than acute
phase toxicity data obtained on formulations. Belgium is of the opinion that the toxicity
profile of formulations should be entirely deducible from the toxicity endpoints of all
constituents of a mixture. Therefore, it would be good practice to allow only the inclusion
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of coformulants in PPP’s if a sufficient (complete?) toxicity package has been submitted
under REACH. In such cases, there is no need to worry about potential untoward long-term
effects of the mixtures because of data gaps. If needed to evaluate the toxicity profile,
Belgium asks for additional data on the concerned co-formulants.

As regards the POEA, it should be noted that key studies have been submitted and
evaluated. Belgium was and is in favour of the withdrawal of the cited POEA because the
current portfolio of glyphosate based herbicides is clearly indicative that less acutely toxic
alternatives are available. Belgium will comply with all specific provisions in the EU
Commission’s implementing regulation (EU) 2017/2324.

 Will you request additional studies for that purpose?

As stated above, there is no need to ask for other studies than those necessary to fulfil the
specific provision of the approval. See also Q26.

 Do you believe that all national authorities will perform the assessment in the same
way?

Evaluations should comply with the uniform principles. If MS would refrain to do so, this
will be subject to discussion during the peer review of the dRR’s.

 Are there sufficient resources?

Yes.

 Is there a need for specific guidance from EFSA, in your view?

No.

26. In Commission Implementing Regulation (EU) 2017/2324 on the renewal of the EU
approval of glyphosate, national authorities are asked to “pay particular attention to:

 the protection of the groundwater in vulnerable areas, in particular with respect to
non-crop uses,

 the protection of operators and amateur users,

 the risk to terrestrial vertebrates and non-target terrestrial plants,

 the risk to diversity and abundance of non-target terrestrial arthropods and
vertebrates via trophic interactions,

 compliance of pre-harvest uses with good agricultural practices”.
How do you accommodate these requests in you national re-authorisation procedure?
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After publication of this regulation, the protection of operators and amateur uses was
double-checked and found to be acceptable. The possibility for pre-harvest use, although
never explicitly authorised in Belgium, was withdrawn from the authorisations (see
further). Other aspects will be checked during evaluation of the renewal applications (art
43).

The Art. 43 application as submitted by the applicant should be in compliance with the
data requirements that were into force at the time of dossier submission. When specific
refinements were needed to demonstrate an acceptable risk, these refinements should be
in accordance with the proposed possible approaches as described in existing EU
approved Guidance Documents. This should be checked by the zRMS during its
evaluation and should be confirmed in the final Registration Report. At all times, MS
evaluations should comply with the Uniform Principles. If MS would refrain to do so,
this will be subject to discussion during the peer review of the dRR’s.

For specific cases where no guidance is available (see example in next question),
discussion between the MS on the acceptability of specific refinements is still on-going.

See also Q25

In particular, how will you assess the indirect effect of glyphosate-based products on
insects and birds “through trophic interactions” (fourth indent above)?

Currently no methodology is available. . At the moment, a discussion is ongoing
between the different European member states in order to find a harmonized approach.
The issue should in the first place be addressed by the applicant.

Are the different pre-harvest uses distinguished in the authorisation of the product?

The Belgian authorization certificate mentions the authorized crops, the targeted
enemies and the specific conditions to be respected such as application stages, max.
allowed number of applications or concentration of glyphosate, or any specific
mitigation measures (e.g. buffer zones).

Please note that the Belgian Authorization Committee has re-evaluated all authorized
pre-harvest uses. Although all previously authorized pre-harvest uses in Belgium only
concerned the control of weeds and therefore didn’t concern the use as a dessicant, the
Authorization Committee still concluded that good agricultural practices have evolved
through the years and that the range of available PPPs for weed control isn’t as limited
as it used to be. It was concluded that treatment with glyphosate is much more
appropriate post-harvest, to limit the regrowth of stubbles and weeds. This does not
concern a treatment on a crop, but in between two crops. Therefore, the Authorization
Committee has decided in November 2017 to withdraw all authorized pre-harvest uses
of glyphosate containing products in Belgium (previously authorized uses in cereals,
peas and pods).

How are mitigation measures tailored? Is distinction made between certain uses that are
permitted and certain uses that are not permitted? (e.g. use as desiccant pre-harvest, for
certain crops/in certain areas/only at certain distance from water bodies)
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The most recent versions of all authorization certificates can be found at any time on our
publicly accessible national website www.fytoweb.be. These authorization certificates
only mention the authorized uses and the specific conditions to be respected. As
foreseen by EU legislation, only authorised uses are permitted and everything else is
forbidden. If during the evaluation of a specific application certain uses would have
been refused, these will not be mentioned on the national authorization certificate. For
reasons of transparency, these refused uses as well as a detailed rationale of the taken
decision can be found in the Belgian evaluation report (which could be made available
on request). Imposed mitigation measures should be in compliance with available EU
approved Guidance and good agricultural practices.

When, for whatever possible reason, a specific (horizontal) measure has been
implemented (e.g. the phase out of all POE tallow amine containing formulations in
November 2016 or the withdrawal of all pre-harvest uses (see previous queston) in
January 2017), a press release is published on the national website and the relevant
authorization certificates are adapted where necessary. All involved authorization
holders are informed adequately as well.

At a second stage, how are national authorities then ensuring that the actual product use
is compliant with the conditions in their authorisation of the product? How do they
ensure that the mitigation measures are correctly followed?

The only possibility to directly control that is to be present when the mitigation occurs.
The inspectors of the Belgian Food Safety Agency could observe this during their
inspections in farms.

Indirect verification is possible via the different monitoring systems :

- verification of respect of the EU maximum residue limits for the found residue
concentrations allows to confirm that the authorised dose rate, number of
applications and pre-harvest interval were respected.

- Verification of monitoring data for surface water allows to verify whether the
dose rate, and eventual non-spraying zones to surface water have been respected.

- Verification of monitoring data for ground-water and drinking water allows to
verify whether an eventual maximum dose rate per year has been respected.

27. The Commission has proposed that industry studies submitted to back EU assessments
of active substances should be published. Do you think it makes sense that also those
studies that are submitted to national authorities in support of national authorisation
requests should be published?

The issue here is to find a good balance between the level of interest of the general public
to get access to these studies and the workload needed to make these studies publicly
available. Today, anyone requesting access to a particular study submitted in support of an
application for authorisation of a plant protection product will get access to this study (after
removal of confidential information). We do get some requests, but not that many. So, for
the time being, it is more efficient to handle such requests at an ad hoc basis.
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Further transparency could be achieved for instance by rendering public the proprietary
study reports submitted by the industry. It is however also considered that an increased
transparency regarding such studies will only be efficient if sufficiently contextualised by
the authorities. Therefore, enough resources should be foreseen to achieve this goal. The
mere dumping of raw data (“fishbowl transparency”) is likely to provoke confusion and
misinterpretation by the general public (and even untrained scientists) if these data are not
adequately summarised and put into context. The existing national Registration Report is
the best tool to create such contextualisation (“reasoned transparency”).

The involved workload would anyhow have a rather important impact on the efficiency of
the authorisation process, while advantages of such publication are not so clear.

28. Directive 2004/9/EC requires Member States to verify the compliance with GLP of any
testing laboratory within their territory claiming to use GLP in the conduct of tests on
chemicals. Member States are required to designate authorities responsible for GLP
inspections in their territory. Each year, Member States draw up a report with a list of
laboratories inspected, the date on which such inspection was carried out and a brief
summary of the conclusions of the inspections. Can you please let us know

 How many of such testing laboratories exist in your territory? How many of them
are private bodies and how many are in-house laboratories of the industry?

18 test facilities are in the programme (Belgium & GD Luxembourg); 13 are independent
Contract Research labs (3 university labs, 4 research centra of Flanders or Wallonian
Community, 6 private) while 5 are in-house labs of industry).

Additional we have 9 test sites in Non-MAD countries (China and Taiwan) in our
programme, doing studies or study phases for European sponsors.

 How many laboratories have your Government tested in the last five years?

All 18 test labs in our programme are visited/inspected and audited at least every 2-3 years.
Small companies (4-6 inspection days),  bigger companies (till 20 inspection days every 2
years). Total: 233 inspection days/year.

In those cases where the visited test facilities are running a study phase(s) in a non-MAD
country, additional in situ inspections are done (mostly in China and Taiwan, effective
about 5 times a year = 25 times last 5 years).

 How many laboratories have been judged as non-compliant?

Non-compliant studies: 2 times we had to inform the OECD members that a specific study
done in a Belgian lab was non-compliant and the content of the report/conclusion was not
reflecting the raw data.

Non-compliant labs (in the meaning that all their studies done are declared as non GLP
compliant) :There are 10 different principles to fulfil for GLP labs and in nearly 90% of all
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inspections there are some items observed where the test labs had problems to be 100%
compliant. Dependent on the severity different actions can be taken than: Corrective
actions, with verification of the corrections implementation after some months; in pending
period where no more studies can be done before re-inspection, retraining of personnel,
change of personnel, amendment of the study-reports etc…; but at the end  none of our
Belgian labs was judged as being non-compliant after verification of their corrective
actions.

Three times a whole (Chinese) lab was judged as non-compliant and for this reason refused
from our programme.

29. Can you please provide us with the following figures?

 How many emergency authorisations have been granted in your MS in the last five
years?

70 emergency authorizations has been authorized between 2013 and 2017.

Year accepted refused total
2012 6 2 8
2013 6 3 9
2014 10 0 10
2015 14 1 15
2016 19 4 23
2017 21 7 28

2018 (ongoing) 17 5 22

 How many of them have been granted for the whole national territory or just a part
of it?

All  emergency authorisations have been granted for the whole national territory. Only in
one case, restriction to a certain type of soils was made.

For the Belgian competent authority:

30. In what ways can the scientific guidance for conducting risk assessments be improved
in order to simplify and streamline the regulatory process? Moreover, are there plans to
move towards a harmonization of the risk assessment of plant protection product
dossiers?

It should be stressed that, in principle, the (inter)zonal evaluations should occur in an as
much as harmonised fashion as possible, as a common authorisation is sought for the
various member states. Existing toxicological guidelines, for instance on dermal absorption
and product exposure (operator, bystander, resident, worker) are fairly well elaborated and
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functional. Please also refer to Q5 and Q25.

In terms of environmental risk assessment, Belgium is actively participating in European
harmonisation events (face to face meetings, discussion groups) in order to move to a
harmonized risk assessment of plant protection dossiers.

For the section physical and chemical properties, Belgium participates in the realisation of
a guidance document to harmonise the required tests for each formulation type.

Belgium has commented on the currently ongoing revisions guidance documents for
validation of analytical methods.

In terms of efficacy assessment, Belgium participates in several EPPO meetings to
harmonise the efficacy assessment on zonal and European level. Regularly, new EPPO
standards are published that streamline and harmonise the required studies for zonal
evaluations.

31. What can be done to ensure that guidance documents – used for the interpretation of
safety studies – are fit for purpose and take into account the agricultural conditions in
the Member States? What are Member States doing to ensure that these guidance
documents are collectively applied across the different countries?

Please also refer to Q5,25, 30. The guidance documents are taken note at SCoPAFF, thus
the MS’s are expected to apply them at their discretion. In any case, if evaluators deviate
from such guidances, it should be well documented in the dRR, and it will be subject to
peer review discussion.

32. Product authorisation holders may request that an authorisation granted in one Member
State be recognised by another. Can you explain the different scenarios under which
mutual recognition is possible, and does EU legislation provide the possibility for a
Member State to refuse to grant it?

According to art. 40, mutual recognitions applies between the different zones for specific
products such as seed treatments, post-harvest treatments or products for use under
protection.

For other products the mutual recognition between the zones is facultative. In Belgium this
happens mainly with applications for MR with France for products that have been tested in
the maritime EPPO zone.  For such applications we apply the same rules as for applications
within the central zone.

For “normal” applications for mutual recognition within the central zone several scenarios
can be met:
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1. MR of an authorization delivered in the ref. MS under Dir. 91/414: such
applications are only accepted if the evaluation by the ref. MS was carried out to the
uniform principles and if the evaluation report covers all the aspects of a current
dRR.

2. MR of an authorization delivered in the ref. MS under Reg. 1107/2009 for which
Belgium was cMS in the zonal evaluation: such an application can be problematic
when Belgium has raised concerns during the zonal evaluation which have not been
taken into account by the zRMS or if the ref. MS has approved the product under
different conditions that those evaluated in the zonal evaluation.

3. MR of an authorization delivered in the ref. MS under Reg. 1107/2009 for wich
Belgium was not a cMS in the zonal evaluation:  in such cases, specific concerns
may appear during the evaluation of the MR that could have been solved during the
zonal evaluation.

4. MR of an authorization delivered in the ref. MS according to a “me-too” procedure
referring to the unprotected data of a reference product: such an application can be
problematic when no detailed evaluation is available for the reference product.

Reg. 1107/2009 does not make any distinction between these different kinds of applications
and does not authorize to refuse the MR except for specific reasons related to the protection
of human health and of the environment.

Weaknesses or gaps in the evaluation of the ref. MS are not deemed relevant to allow the
refusal of a MR.   For this reason, all the evaluations have to be repeated and data gaps to
be filled in by national addenda.  Lack of efficacy is not considered as a sufficient reason to
refuse a MR either.  For the mutual recognition of “me-too” authorizations neither Reg.
1107/2009 nor its application guidelines gives precisions about the acceptability of such
applications.  Not all MS seem to accept such applications.

33. Your country voted against the renewal of the approval of glyphosate and it was one of
the biggest opponents. The approval came into force but Belgium has not used any of
the means provided by the Regulation to ban the authorisation of products containing
glyphosate. Is this because you have changed your official position?

The approval of the actives substances is valid for all Member States of the EU. This is
built in in the Regulation 1107/2009. It is not because Belgium has voted against the
approval of an active substance, that it would not be bound by the EU decision. There are
no scientific reasons (relating to human health) to ban products of approved a.s. if the PPP
evaluation according to the uniform principles returns a positive outcome in terms of
authorisation.

 Did you try any of the means, e.g. not to authorise any product containing it?
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No

 Do you consider that the existing Regulation gives concretely the possibility to the
countries who object to the authorisation of a substance to ban it from their market
and fields?

No

 If not, what should be improved to allow this freedom of choice to the MS?

Not relevant, see above.


