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1-002-0000

CHAIR: ERIC ANDRIEU
Chair of the Special Committee

on the Union’s authorisation procedure for pesticides

(The meeting opened at 15.10)

1-003-0000

Chair. – Ladies and gentlemen, I suggest that we commence our working committee, the
third of its kind, with some preliminary information which is essential to our work. Firstly, I
would like to check that none of the members dispute the agenda. If there are no objections, I
suggest that we adopt it. I do not see anyone speaking up and I would like to thank you very
much.

I would then like to inform you that interpreting is available in 16 languages. The problem
with our Polish friends has been resolved. As usual, the documents for the meeting are
available via the e-meeting app and the meetings will be streamed.

I would also like to point out that today we will have two film crews present to cover our
meeting, at their request. The first will follow the work of Ms Heubuch, of the Greens, who is
in attendance and whom I welcome. The second will film our hearing for Germany’s main
television channel, ARD. I of course felt it was necessary to authorise these two film crews to
be part of our work for the duration of the afternoon, as required by my role in relation to full
transparency.

There is also a fourth important point, which we had raised with the coordinators: starting
from today’s meeting, our hearings will be recorded in verbatim reports, which we had
requested so that everyone can revisit or review the content of our work.

These reports will be available on the Committee’s website about two weeks after each of our
meetings. It will first of all be transcribed in the original languages, i.e. the languages that you
use to make your various statements, and there will then be a comprehensive translation into
English that will also be available on our website.

Finally, as an equally important fifth point, for the sake of transparency, from tomorrow, the
written questions that we send to all of our guests and the responses that we receive from
them before our committees will be on the Parliament website after our committees take
place. This is again in the interests of providing the greatest level of transparency and
information to everyone who follows our work, so that we can pursue a common pathway and
move together towards an objective of improved protocols for authorising the placing on the
market of certain molecules. Thank you for your attention on these points of information.

As we had decided with the coordinators, today we are going to welcome four speakers, who I
will introduce to you shortly. The method remains the same, but I would like to clarify it, as
we raised this issue during our last coordinator’s meeting.

We have collectively chosen the so-called ‘ping pong’ method, i.e. a question, then an answer.
I will be attentive, and I say this at the request of the groups, that a question is asked in the
minute that you are allocated. We are going to start with the two co-rapporteurs, then the
shadow rapporteurs and then the coordinators.
Then, each member of the Committee may ask to speak, through the catch-the-eye procedure,
and ask a question. Of course, I would like to point out to co-rapporteurs, rapporteurs,
coordinators and even vice-chairs that the catch-the-eye procedure is in effect for the second
half of the session for you to ask questions.
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I would therefore like to stress that the discussion should move along and everyone should be
able to speak, on the basis that all of you have a minute. This process was decided upon
collectively. It seems a very strict method, but I did not create it. We decided upon it.
Therefore, you have a minute to ask a question.

I will ask you to identify the speaker when you are asking the question. There are four with us
today, so please say to whom you are addressing the question. I’m asking you to do this
because during the last session, when general questions were asked, which were addressed to
three or four guests, the speaking time to answer the question was clearly not appropriate.
This completely violated the principle that everyone should be able to speak.

Therefore, the principle agreed collectively (I’m speaking on behalf of the groups, of course)
is that there is one minute for asking a question and the speaker to whom the question is
addressed is identified. The speaker will then have two minutes to reply. I would like to say
one more time that if you are not satisfied with the reply, you have 30 seconds to pursue the
question further or ask for additional explanations.

I hope that the rules are clear. I am going to have to ensure that they are respected and I would
like to thank you for your collective discipline, but I have no doubt of your understanding in
this regard. That is the process.

I would like to thank our speakers very much for attending today. Firstly, Mr Azoulay, for the
ECPA, to whom I extend my thanks. Then there is Mr Hensel, who is going to speak on
behalf of the BfR; Mr Burtscher, for Global 2000; and Mr Backhaus, for JKI, who is also with
us today.

The agreed principle for our work (of which you have been informed) is that each of you
speaks one after another for 10 minutes in the order that I have just stated. Only after you
have spoken for the first time will we start the questions and answers which I have just set out
in the following order: co-rapporteurs, shadow rapporteurs, coordinators and then all
committee members.

Now that the rules have been set out and thanks have been extended, all that’s left to do is to
get to the core of our work. I will give the floor straight away to Mr Azoulay, representing
industry and the ECPA, so that he can give us a 10-minute presentation about the area that we
are discussing today, namely industry requesting that the active substance be authorised. I’d
like to thank you one more time. The floor is yours.

1-004-0000

Jean-Philippe Azoulay, Director-General, European Crop Protection Association (ECPA). –
Chair, honourable Members of the Committee, I would like to start by thanking you on behalf
of our industry for the invitation to come and take part in this hearing today. The issue of how
pesticides are approved in Europe is of utmost importance for now and the future. We
understand and we are listening to the concerns that exist, and we want to play our role in
finding solutions.

For those of you who are not familiar with the European Crop Protection Association
(ECPA), we represent 23 member companies going from large multinationals to much smaller
regional SMEs, all involved in the development and commercialisation of crop protection
solutions, which we commonly call pesticides.

I would like to introduce my colleague, Emma Jenkins, sitting next to me. Emma came with
me as a regulatory expert from Dow DuPont Corteva, one of our member companies. Emma
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has more than 20 years of experience in regulatory science, and she is here as an
acknowledgment of the thoroughness and complexity of the EU regulatory system to make
sure that we can answer most, if not all, of your detailed questions about the role of our
industry and the role of our association in the system.

I would like to introduce myself. My name is Jean-Philippe Azoulay, and I am the Director-
General of the Association. My background: I have held this role since September 2016, to be
precise. My background is in industry, where I have worked for almost 30 years in four
different sectors. For 15 of those years I worked in crop protection in various roles, including
as a general manager for a region going from Europe to the Middle East to Africa. In that
time, I have been privileged to see and to experience first-hand the realities of agriculture,
from the small farms of Kenya and Zambia, to the greenhouses of Almeria in Spain, to the
vineyards of Burgundy and the cereal fields of Russia or Denmark. I have seen the challenges
facing farmers when it comes to protecting their crops.

I know the industry well. I have seen many exciting developments that have been brought
forward and the progress that it has enabled. I have worked with many great people, from the
leadership of these organisations to the scientists who spend time discovering new substances.
They are leaders in their field, people who show an incredible commitment and passion for
sustainable agriculture. In Europe alone, 27 000 such people work in our sector.

For someone who knows the industry so well, it is difficult to reconcile the internal
knowledge with the external reputation. I can see very clearly the significant challenges we
face regarding our reputation and our image with the public, including with some Members of
this Committee here, and I really want to change this.

Collectively as an industry, we have been slow to acknowledge the concerns expressed by
society, and as a result, we have been slow to react to those concerns. Historically, we have
put a lot of effort into our operations, into our research, development, our stewardship, our
manufacturing. We have put nowhere near enough effort into explaining what we do, why we
do it, and the fundamentally positive reason why pesticides exist in the first place. We have
taken for granted that our products are useful in producing safe, affordable, sustainable food,
and we have done a very good job with it. But we have spent more time complaining about
the negative aspects of the EU authorisation system than communicating about its positive
aspects. That is not to say that we do not still complain; we still complain. We think the
system is inefficient and unpredictable, two things which make it difficult for businesses to
operate and to invest for our future. However, the system has to deliver, first, safety for
human health and for the environment, and this Committee will have to judge whether these
two objectives are achieved.

But one thing which is very clear is that it appears we have a lack of trust in our system, a
lack of trust which is in the interest of no one. We will have an important role to play in
addressing this, and we have to recognise that there is no silver bullet. This is why we are
pleased to be represented here today, even if we are only users of the regulatory system, and
even if we often complain about its shortfalls (or maybe because of it), we hope that through
our written answers and our answers today with Emma, we can reassure you about our role as
a crop protection system, as a crop protection industry, and as a crop protection association
into the system.

I would like to remind the committee that food production and other forms of agriculture were
born roughly 12 000 years ago, around 10 000 BC. For 11 950 years, eating was about
managing scarcity and food safety. For the last 70 years, eating has been about diversity and
quality. Food safety has become a given, a given that we have collectively failed to celebrate.
One only has to read the annual report produced by EFSA on food residues or the documented
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issues on the EU Rapid Alert System for Food and Feed safety to see the real threats which
are in our food, and pesticides are not one of them.

Commissioner Andriukaitis in many of his speeches referred to the fact that Europe can be
proud to have the safest food in the world, yet if you listen to the public debate, you probably
have precisely the opposite impression. That is not to say that crop protection cannot be
improved and that the system is perfect. We can and we should always strive to do things
better; safer products and diverse food production models can and should be developed and
encouraged. We understand the expectation from society to accelerate these changes. We also
understand the need to reassure users and the general public about the impact of our products
on their health and on the environment. And as an industry, we are committed to continuing
our efforts in that direction. Ensuring the safety of our products is the main preoccupation of
our companies. Our industry invests billions each year developing ever safer, ever better
products for European farmers.

Before I close, I would like to give an example of those continuous efforts with the recent
announcement of our global commitment to transparency. Our member companies have
unanimously pledged to facilitate the disclosure of safety-related data on a voluntary basis.
This is an important sign that we want to be part of the discussion, and we are ready to play
our role. There is always more that can be done. Science evolves, societal expectations
change, and we are ready to work across all parties and interests to ensure progress can be
made.

Once again, thank you for your invitation to speak to you today. This is a complex issue; there
is no zero sum. But it is important that we are all part of the discussion, from civil society
representatives, to industry, to decision-makers. We need to find common solutions for our
common destiny. With this, I will be happy to take your questions.

1-005-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
Chair, I will speak in one of the working languages here in Parliament, in German. I am
happy to have been invited, as we now have the opportunity to explain here briefly how
Germany works in a rapporteur system in the plant protection sector. We also have
Mr Backhaus, a colleague from the Julius Kühn Institute for Plant Health here with us today,
who is also part of the institutional landscape, and who is occupied with plant protection in
Germany.

We think – and this will also be part of the discussion today – that many misunderstandings
regarding plant protection product authorisations often result not from scientific divergences,
but rather from discussions on how the method itself is organised – (we are therefore very
happy to have been invited here for that purpose –, and how plant protection should be
organised in the future so that it is carried out in Germany with the appropriate level of quality
and with a satisfactory outcome for the consumer.

Unlike pollutants, plant protection products have a big problem. We have two divergent
subjects requiring protection here. On the one hand, there is food safety and crop reliability
for farmers, on the other hand there is the question: how much plant protection product
residue should be permitted in food? The parliaments, including the European Parliament, are
the ones who have determined that certain concentrations of plant protection product residues
are indeed permitted in food. The precautionary principle in the authorisation of plant
protection products is evident in that we – and I would estimate, that we are altogether about a
thousand scientists in the associated authorities here in Europe – look in the authorisation
procedure itself to see the concentrations at which this does not lead to any adverse effects for
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consumers. And this authorisation procedure itself is, I think, entirely presentable
internationally and also very efficient.

Perhaps a very brief word on communication. Of course it is always a bit problematic if
someone says: ‘Well of course there is residue there, and you, the consumer, have to eat it.’
However, it is not the approving authorities who are responsible for this, but rather the
parliaments who say: ‘We will weigh up these subjects of protection, and we will also
organise the processes.’ This is why I am here today, to tell you how the processes are
organised, at least in Germany.

Contrary to what is widely reported, the Federal Institute for Risk Assessment is not
responsible for the authorisation of plant protection products in Germany, rather, we work
exclusively in the area of preventative health care. Like the European Food Safety Authority,
we are a result of the BSE crisis. In other words, after BSE (mad cow disease), there were
deliberations, also in Germany, about how consumer protection could be organised, and the
BfR was established on the foundation of solid predecessor institutions. We were established
in 1876 as an Imperial Health Department, but twin subsidiaries were created in 2002: the
Federal Office for Consumer Protection and Food Safety, for management decisions of the
Federal Government, and the German Federal Institute for Risk Assessment as an independent
scientific authority with its own law on establishment. This means that we are also
independent from our own government. And independent means independent, in all questions
of risk assessment. Independent in active research that we conduct to improve our risk
assessment, and also independent in our risk communication. That is because the basic idea is
that we can speak freely if there are problems relating to consumer protection.

We have about 17 national reference laboratories for research. We are very happy to have
these, because we can determine the quality of the data ourselves, and this might be one of my
take-home messages. The first important thing is: Underlying the quality of a risk assessment
is data, and the better the data are, the better the risk assessment.

The BfR itself – if I can state key figures in this way – now has almost 1 000 employees,
about two thirds of whom are scientists and research assistants with a budget of about 100
million, and we are active in all areas related to consumer protection or consumer interest.
This means that we are not just there to say when something is dangerous for consumers or
presents a risk, but we are also there to say how this should be evaluated. The guidelines and
standards are rooted in our department.

Very briefly in summary. We are not only responsible for plant protection products and
biocides, but also for all questions of food safety, and food additives, then in the area of
biological safety, for all food-related microorganisms – viruses, bacteria, bacterial toxins or
parasites – and also for the non-food sector, i.e. cosmetics, toys, tattoos and so on. A further
area is the chemical sector under REACH, i.e. European legislation of chemicals. That would
be under a different technical supervision in a different ministry, but also within the scope of
our evaluation. So this means ECHA and EFSA are with us as corresponding authorities.

We have our own risk communication which also researches awareness, for example, of
consumers, sociological and psychological problems, and – I should probably also indicate –
also an experimental toxicology that is looking into the alternative to animal testing. It sits
well with us since it concerns which animal testing can be used, in which form as regards
regulated substances or testing of regulated substances. How they can be used, or whether
they can be replaced. We believe that it is a very good match for us.

Within the Federal Institute for Risk Assessment, there is a department – and at this point I’d
like to introduce my neighbour here, Dr Solecki, the Department Head, who has been in the
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job roughly since the discovery of plant protection products, so for about 40 years. The
organisation – as you already know – is so, that the active substances themselves are
authorised in Europe. This means that there is a rapporteur Member State with a co-
rapporteur, which, for glyphosate, are Germany and the Republic of Slovakia, and then there
is the zonal approval procedure, which is where authorisations of plant protection products –
that is, the active substances plus everything else included – are then granted on national
level. So for example in this case – we have written this out for you – this would be 37
products in Germany.

Active substance testing is one of the basic requirements for the question which plant
protection products will be authorised? Because if the active substance has not been
appropriately tested, no authorisation will be carried out for the plant protection product.

At the same time, we work alongside the ECHA, from the viewpoint of intrinsic substances,
intrinsic toxicity, i.e. the hazard of chemicals. The ECHA does this with its Committee for
Risk Assessment, and this committee has been looking into glyphosate for many years now
too.

What is the process, how can you picture it? It starts with an applicant. They approach you, so
for active substances, they approach the Commission. There is a rapporteur who is determined
by the Commission for renewing approvals. For new active substances, the applicant can
choose for themselves. Then, in a public consultation it is examined whether there are other
details that we need. The EFSA did this in this case. Then the process begins. The EFSA
organises the process itself. There is one Member State and one co-rapporteur, which is
Germany in the case of glyphosate. A risk assessment report is created, which is then finally
publicly discussed again, so everyone in the world is given the chance of commenting on it
again. And an overall conclusion is then made, and the conclusion itself is then presented to
the Commission, which can then decide on it in the Standing Committee for Plants, Animals,
Food and Feed.

The question of zonal authorisation is a separate consideration. There are different zones in
Europe with different plant protection products. The procedure for this is designed differently.
So, in this case, the national state is asked when a draft is required for a particular active
substance. Data is sought externally, and then finally an authorisation is issued on the national
level, or not.

Perhaps one more thing to prevent misunderstandings. The coordinating authority in Germany
is the Federal Office for Consumer Protection and Food Safety, and the BfR is also there
exclusively to evaluate human and animal health. Not only consumers affected by residues are
included, but also, for example, users and bystanders, i.e. those who are present when
applying the plant protection product. This is also evaluated by us. The Julius Kühn Institute
can introduce itself, and the Federal Environment Agency is responsible for the environmental
aspect in Germany.

Now we come to the question that is often asked. How many do you do now? On average,
BfR conducts a total of 3 500 risk assessments annually. Of course the number concerning
pesticides is much lower. This is also related to the very significant total cost of authorisation.
To illustrate, from 2012 to 2018, Germany processed 21 active substances as rapporteur and
16 as co-rapporteur. Perhaps we should take another look at this. 13 are currently in
evaluation. Of those for which decisions have been made and which relate to active
substances, we, the BfR have positively evaluated three, rejected four of the active substances,
and one substance has been withdrawn by the applicant company itself.

Page 8 of 237



8 15-05-2018

As a whole, you can say: in Germany about 1 000 applications, right now exactly 1 073, of
which 545 are in process, 299 have been approved, 109 have been rejected and 120 were
withdrawn by the industry. These figures are just for you to see that not everything goes
through, but that it is indeed very critically assessed. Germany is one of the states with the
greatest number of staff in the area of plant protection product approvals. There are about 350
to 400 of us, as an estimate, who are active in this sector in Germany.

Regarding glyphosate: perhaps as regards procedure, coming back to the question of the
regular process. This started in 2011 with the approval renewal. There had been one
previously, which was also processed by BfR. I suspect that this is why the Commission
assigned approval renewal to us too, or assigned it to Germany. The risk assessment report
was completed by 2013 and then given to the EFSA. And here it is also clear that this risk
report, which is often discussed, is not the BfR risk assessment report, but rather the EFSA
risk assessment report and the Commission’s and the 28 Member States respectively. Because
ultimately, if we have completed our risk assessment, all 28 member states have adopted it in
form and content. That means, in our current discussion, and also going forward, we must
always be clear that we are not talking about a BfR draft, but that of the Commission or the
member states themselves.

You can see that the regular process was concluded in 2015. Then an IARC publication on the
carcinogenicity of glyphosate came out in March 2015, and something was done which was
unique in plant protection product authorisation procedures. The Commission stopped the
process and said: we will wait for this IARC monograph. We waited and when it was
published an addendum was created by the BfR, in which we analysed the data and then
evaluated them accordingly. In September 2015, expert meetings were then held with the
relevant observers. The IARC and the American authorities were also present, the WHO. And
in 2017, the RAC opinion was given, i.e. the hazard assessment of the ECHA, which,
incidentally also concluded that not only did the risk assessment of glyphosate show that it
was not a carcinogen, but the hazard assessment also showed that glyphosate is not cancer-
causing.

It will not surprise you, and most of you know this, that the question for humans probably
relates to a monograph of IARC, which is not shared by – you could say – all risk assessment
authorities and approval authorities worldwide.

There are various reasons for this. We may also be able to discuss this later. But there is no
agreement in this case. We believe that we worked correctly. You can also read this in our
4 500 page report at any time.

I would maybe like to mention one aspect, since it is often said: Yes, we need to do more
studies on glyphosate. Glyphosate is easily the best researched plant protection product active
substance in the world. If you see how many studies have been conducted on it. Please look at
the right-hand side. These are the studies to be conducted in accordance with European
regulations that the Parliament has given us – we are entirely in your hands. That would cost
4 455 animals in the end. If you go to the left, you will see the number of animals that have
actually been used to date – and these are only the studies, those that have been used in GLP
and OECD studies, and not, for example, those also used in other toxicity studies or sub-
chronic studies, not to mention studies from universities or the like. You can see that it is
almost a scandal in itself that people still say: we need another study. If you look at it, the
number being used for argument at the moment, it is already clear that the data situation is as
good as you will find almost anywhere.

What data are there? Our risk assessment report – this is the four and a half thousand pages – I
hope that you have read it all. It has taken a lot of work to complete. As it is always said that
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we copied it from someone, I have taken the liberty of separating out the page about which it
was said that these are the ones that were lacking. In the end, the risk assessment is on the
left-hand side, while the studies or the literature overview for the non-guideline studies are on
the right-hand side. These are the studies that we request from the applicants, and that is also
laid down by law. The purpose is to summarise the publicly published literature. This means
that the applicant must submit this literature, and in addition the rapporteur must check if
there are other studies that have been published. This is also important to know, because
sometimes the studies that come from applicants are not complete, or the questions are
formulated differently, or the studies do not relate to the active substance, but to plant
protection products that have completely different effects. In addition, there are also guideline
compliance studies. These are the studies that are requested from a regulatory point of view.
The toxicological endpoints have been in discussion for about 40 years, that includes the
defined toxicological endpoints. Here the legislator requires that it is published in accordance
with OECD guidelines and under GLP conditions, as amongst other things, there are no
publications in the scientific world for new active substances, only these studies that are
requested of the applicant. That means that the quality that is required roughly corresponds to
the harmonised standard of all assessment authorities worldwide and among other things,
includes toxicology, residues and also corresponding analytic methods. This is the routine
from which most data come. And these studies are also essential, as it is the raw data that are
later consulted and not a summary, as is commonly seen in publications. These raw data are
the foundation of the risk assessment. This also means that if you view the whole literature,
this part of the literature is of great importance. With glyphosate, it must be stated that there
has never been, I believe, an active substance for which so many new publications were added
on approval renewal. We are now at about 1 000 publications, which all have to be viewed
and evaluated. So that means that these studies are viewed and checked for correctness and
plausibility. And those that seem relevant or are also relevant in a meta-analysis and fulfil the
criteria accordingly, are then included for the evaluation.

The important thing is to point out that at this point no risk assessment has yet taken place, but
the aim is only to estimate whether the party making the application has expressed the correct
state-of-the-art in science and technology. Therefore, this has nothing to do with plagiarism or
anything, but is rather just a question of whether the status of the literature has been correctly
reported. The actual risk assessment is based on the original data and studies that the
respective applicant must present.

1-006-0000

Helmut Burtscher-Schaden, Global 2000. – Chair, Members of Parliament, I will endeavour
to keep to the specified speaking time. In any case, I am very happy to have been invited to
the Special Committee here today and perhaps to be able to present a perspective that is
somewhat different from others presented in the last two Special Committees and also from
what the previous speaker said.

My name is Helmut Burtscher-Schaden. I am a biochemist and have been working on the
subject of pesticides for 15 years, and for about three years, mainly on the topic of glyphosate
and the European authorisation procedure. I am one of the organisers of the European
citizen’s initiative ‘Stop Glyphosate’. I am author and co-author of different publications
including a book entitled ‘The Glyphosate Files’, which includes a chapter entitled ;The best
pesticide law in the world’. This is referring to the European Union regulation that you,
honourable Members of Parliament, adopted in the year 2009 together with the Member
States.

Because Regulation 1107/2009 has the making of a role model. It introduced major new
aspects, which can significantly improve protection for humans and the environment. Firstly,
the risk-based cut-off criteria for the regulation of pesticide active substances with particularly
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dangerous properties. Active substances that are shown to be carcinogenic in feeding studies
on mice can no longer be authorised in the EU. Secondly, in addition to the unpublished
studies, which the previous speaker has already mentioned, the authority is first obligated
worldwide to assess the published studies, the so-called scientific literature. According to
Article 11 of this Regulation, this evaluation must take place independently, objectively and
transparently.

In what follows, I will use two examples to show you that in the authorisation procedure for
glyphosate the authorities have not conducted such an independent, objective and transparent
evaluation not of the industry studies nor the published studies. We will start with the industry
studies, the cancer studies with mice. As you probably know, in March 2017, the WHO
cancer research agency found sufficient evidence of carcinogenicity in these studies, while the
BfR had previously found no evidence.

Let’s see how it came to this. In 2012, the manufacturer presented the BfR with an
authorisation application, which included five studies of this kind. The manufacturer
considered each of these studies to be evidence for the claim that glyphosate was not
carcinogenic. That was the Glyphosate Taskforce’s presentation of matters. However, in one
of these studies they found a slight increase in cancer of the lymph nodes. However, this was
random, they claimed, and in any case only occurred at the highest dosage. Then it was over
to the German approval authority, the BfR.

Excuse me, just to recap: the mandate was to evaluate these studies independently and
objectively. The result in the intermediate report of 18 December 2013 was that the BfR had
largely agreed with the manufacturer: The evidence for carcinogenic potential was deemed to
be very limited, since the slight increase in lymph node cancer was clearly limited to this one
study and not reproducible in four other studies. As we have heard, the EFSA and the
Member States also agreed to this in February 2015. It was therefore actually the evaluation
of the European authorities.

And then it happened that one month later, in March 2015, the WHO International Agency for
Research on Cancer announced that they had found sufficient evidence for the development of
renal cancer and cancer of the blood vessels, in two of the very studies which the BfR had
given the all-clear to. The BfR retained its opinion at first. But when the BfR had to evaluate
the assessment of the WHO on behalf of the EU Commission in 2015 – and this here is the
evaluation of the WHO – it found the same statistically significant evidence of tumours that
the WHO had found, and had to confirm them. And the authorities found further significant
evidence of renal cancer and cancer of the blood vessels in studies that were not accessible to
the WHO, which were subject to commercial secrecy.

Particularly concerning is that the significant increase in lymph node cancer, the most
common form of which in humans is non-Hodgkin’s lymphoma, is not limited to one study as
originally claimed, but when subjected to a serious evaluation, is reproducible in all three
studies. This means that lymphoma significantly increased in three out of three studies with
mice.

And that leads to the question, how on earth can a supervisory authority simply fail to see
seven out of eight significant cancer findings? They answer the question themselves in their
addendum. That is what the authorities then produced on behalf of the Commission. In it they
write: the IARC used a common statistical trend test. In contrast, the authorities originally
trusted the statistical evaluation in the manufacturers’ studies.

Now, this trust in industry evaluations, when industry has an undeniable vested interest, bears
no relation to independence or objectivity, and as you can see, it can lead to false conclusions.
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However, in the case in point, the BfR has a second chance due to the IARC assessment. It
can correct its original proposed classification, which read: ‘no cancer classification, as only
very limited evidence in only one study’, since the authorities now have eight significant
cancer findings. And in fact it appears that this is what they would want, as they write the
following in their addendum to the evaluation report: ‘The tumours could be considered to be
treatment-related’. This clearly points in the direction of sufficient evidence. So this is the
IARC’s highest risk level, and in accordance with the CLP Regulation, the same criteria also
apply to the EU.

It also says that based on these criteria, it is understandable that the IARC sees sufficient
evidence for a carcinogenic effect. Ditto – this also points toward sufficient evidence. And
then it becomes even clearer: ‘The evidence for carcinogenicity is conclusive.’ That is the
clearest statement indicating sufficient evidence. But unfortunately, this sentence continues.
‘... conclusive, but not sufficient for a classification.’ And this is the statement that, in its
contrariety, is symbolic of much of what is found in the evaluation report of the EU
authorities. But behind this are numerous systematic infringements of the relevant guidelines
of the OECD and the ECHA, and of legal provisions for the evaluation and classification of
the cancer risk, which I cannot address here for reasons of time but on which I would be
happy to answer questions after the talk.

To finish off, still using the genotoxicity example – that was still the question raised by that –
I would like to show you that the evaluation of the scientific literature by the BfR and EFSA
also has very little in common with an independent, objective and transparent evaluation. It
was only for this reason that the authorities once again found no evidence where the WHO
cancer researchers found strong evidence for genotoxicity. The fifty or so – a little more –
genotoxicity studies of the manufacturers, submitted by the manufacturers in the authorisation
application, found no evidence either. These are studies that were partly conducted in the
laboratories of Monsanto or in contract laboratories. Only one study produced a slightly
positive result, which was then not taken seriously. However, as this was subject to company
secrets, this was not considered by the WHO. The WHO bases its judgement exclusively on
independent, published studies. These, as you can see, paint a completely different picture – a
worrying picture. The majority report DNA damage by glyphosate or glyphosate-containing
formulations. For the WHO cancer researchers, this was strong evidence of genotoxicity. That
is the official categorisation. Now since the entry into force of the new EU pesticide
regulation, at last, published studies must also be considered for the risk assessment. In
practice, it turned out that in their authorisation application the Glyphosate Taskforce, i.e. the
manufacturer’s consortium, disputed about 50 published studies with contrasting findings to
their own, declaring that none of these studies were reliable or relevant, while all their own
studies gave the all-clear, a in all cases.

Now we can say: that is the industry view, and the industry can also see it that way. Decisive
is what the authorities do, and what the authorities do, which is shown in the last slide, is what
I have now come to. Maybe you have an idea what you will now see. This is the chapter in the
intermediate report of December 2013, i.e. the Renewal Assessment Report of the BfR, in
which exactly these studies on the genotoxicity of glyphosate and glyphosate-containing
formulations are described over 44 pages – so three quarters of these studies describe positive
effects. About 70 studies are included, and all of the text that you can see in red is taken word
for word from the manufacturer’s application. This is what copy and paste is. But you see no
indication that these are the statements, perspectives and evaluations of the manufacturer,
rather, it is presented to you in this way because the author of these statements is Larry D.
Kier – a former Monsanto employee whose name is discernible from Monsanto’s
authorisation application. You will not find the name of the author in the Renewal Assessment
Report.

Page 12 of 237



12 15-05-2018

For this reason, I consider it particularly important – and I can see that I have slightly
exceeded my time slot – that the PEST Committee genuinely addresses this question and will
not be too quick to believe this conciliation that the copy and paste scandal was only a
fabrication. There is no plagiarism scandal in the industry studies. There is copy and paste
with the industry studies. It can definitely be argued that this is practical, that this is efficient,
if it is accompanied by an independent evaluation. Unfortunately, this cannot be said for the
way that the assessment and evaluation of the literature took place. Throughout the whole
Renewal Assessment Report of the BfR and the EFSA, there is no trace of an independent
evaluation of the scientific literature that could be differentiated from what is contained in the
authorisation application of the glyphosate manufacturers.

1-007-0000

Georg F. Backhaus, President of the German Federal Research Centre for Cultivated Plants
– Julius Kühn Institute (JKI). – Chair, Members of Parliament, Thank you very much for the
invitation and the opportunity to present to you the scientific risk evaluation of plant
protection products at the Julius Kühn Institute. This is one of several evaluation tasks based
on statute that the Julius Kühn Institute has. A little about myself. My name is Georg
Friedrich Backhaus. I am a horticultural science graduate. My doctorate is in phytopathology.
I led the predecessor to my institution from 2002, and now lead the Julius Kühn Institute. We
are the German Federal Research Centre for Cultivated Plants.

To give you a quick appreciation of the structure of our tasks and our tasks as a whole: we
were newly founded in 2008 as the Julius Kühn Institute. We are an independent higher
federal authority and also a research institute, directly under the German Ministry of Food and
Agriculture. We have a triad of task fields. The primary task is scientific policy advice on
cultivated plants in the fields of competence that you can read on the right-hand side. Plant
genetics, breeding research, breeding, plant breeding, plant production and plant culture, plant
nutrition, soil science, pedology, phytopathology, plant protection, plant health – i.e. the
handling of regulated pests and quarantine pests in the field of plant protection – and of
course bee protection. As regards scientific assessment, these are all tasks that have been
assigned to us by statute. We evaluate pesticides, we evaluate plant protection machines and
application devices, we evaluate the resistance reaction of plant varieties to pathogens and
pests, we undertake risk analyses of regulated pathogens and also weeds and pests, and we
also evaluate fertiliser.

Our third important pillar is research in the already mentioned fields of competence that
underpins our policy advisory function, but also substantially supports our scientific tests and
evaluations. We have ten different locations in Germany with 17 research institutes. We have
about 760 employees in permanent positions, but almost 1 200 active staff members overall,
about 350 of whom are scientists, because we also train a significant number of doctorate and
master students in our laboratories in cooperation with universities. We have study sites of
about 600 hectares.

You already know this slide, as Professor Hensel has just shown it. It should show you again
that four authorities are involved in Germany in the authorisation process for plant protection
products and also in the evaluation of the active substances in protection products. As the
Julius Kühn Institute, we are responsible for testing effectiveness, for phytotoxicity, in other
words the damage to yields or damage to cultivated plants, and for the impact on honeybees.

Our scientific assessment within the Julius Kühn Institute is conducted by experts in the
research institutes. For example, we have an Institute for Plant Protection in Horticulture and
Forests or an Institute for Plant Protection in Field Crops and Grasslands or an Institute for
Plant Protection in Fruit Crops and Viticulture. And the experts in these institutions also
conduct the assessments. All of these experts are highly qualified, they all have a masters
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degree or diploma as it used to be, they are doctors and have also had further training and
professional development. Evaluation of the plant protection products or their active
substances is one of their tasks, because these experts also undertake research in many fields
and therefore belong to the international scientific network so that they can also carry out
evaluations to the appropriate expert level. Our evaluations are based on international
harmonised standards, for example the EPPO, i.e. the European and Mediterranean Plants
Protection Organisation, and also the different guidance documents that exist within the EU.

The regulations require the assessor to conduct an independent, objective, transparent
evaluation in the context of the state-of-the-art in technology and science. And for this reason,
our experts are directly incorporated in national and international harmonisation panels in
different organisations and also within the scientific community.

With regards to personnel, perhaps a small overview of the personnel we employ for the
evaluation of plant protection products and active substances. There are the equivalent of 26
full-time employees in total, of which 15 are in the scientific domain and 11 in the technical
domain. 21 are occupied with effectiveness in itself and phytotoxicity, while five are occupied
with hazards to bees.

With regards to the data requirements of EU regulations, we assess in accordance with the
provisions of the different guidance documents, for example the Guidance Document on the
Efficacy Composition from the GD SANCO, SANCO/10055/2013, Rev. 4. We then assess
effectiveness and the threshold amount, i.e. the absolutely necessary dose. We assess the risk
of creating resistant pathogens if such plant protection products are used. We assess the
phytotoxicity, the impact on the yield, the impact on the quality of the plants and the plant
products, and we also assess unwanted side-effects, for example on cultivated plant species
that are cultivated in the vicinity of the usage area, or that follow on from the treated crop, i.e
rotational crops, and also the impact in certain areas e.g. on beneficial arthropods that are used
in biological plant protection. Apart from this, we also assess the uses of a plant protection
product, i.e. which benefits a plant protection product brings to agriculture at all, or in other
words, what would be the consequence if a tool of this kind was not available to agriculture?
This is so that our approval authority, the Federal Office for Consumer Protection and Food
Safety (BVL) can conduct a risk-benefit analysis.

With regards to bees, the data requirements are also determined like this: data on acute
toxicity of adult bees, oral and contact toxicity, chronic toxicity, larval toxicity, acute and
chronic, and also die-off rates, behaviour, larval development, larval behaviour and also
colony development are all assessed according to the requirements.

If I look to the future a little, then it would be important from our perspective to maintain a
high degree of protection and a high quality level in the assessments. In our opinion, this also
includes urgent further development of harmonisation efforts, for example in the maintenance
of indications in the area of effectiveness. We also think that we still need improvement in
transparency for consumers and the public, and also that the quality and reliability of studies
based on the test process could be improved upon here and there.

As a final point, we also believe that communication on requirements, the necessity and the
uses of plant protection is deserving of improvement on the whole. From our perspective, it is
hardly discussed any more why plant protection products are an urgent requirement in many
agricultural sectors and why indications of gaps are processed at European level for small
crops for which there are no solutions available to plant protection issues. This is because
plant protection products are used to solve serious problems in agriculture. Of course this
must be done in a responsible way. And we would wish for a balanced communication in this
area.
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1-008-0000

Norbert Lins (PPE). – Chair, Many thanks to the gentlemen for their introductions. This
brings helps us significantly in the review of the authorisation procedure. However, I can state
openly that I consider my scepticism of the order of the speakers to be confirmed. It would
have been better if Mr Burtscher had been on the list of speakers before Professor Hensel, as
he could then have responded to the arguments presented by Mr Burtscher.

I have a question for Professor Hensel, as there were many accusations and criticisms of your
procedure, including with regard to transparency. Which conclusions has the BfR drawn in
order to increase transparency as regards the evaluation of active substances in plant
protection products, thereby confronting the public criticisms that were made?

1-009-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
Chair, the authorisation procedure and the internal processes were previously not accessible to
the public, and the case of glyphosate authorisation is the first in which the risk assessment
report of the 28 Member States and the ECHA has been available to the public. I showed the
image earlier of the four and a half thousand pages. This is transparency. You can view it. But
you have to ask what is transparency for? Transparency so that the data are available, so the
data can be re-evaluated again? I would certainly agree to that. We and the BfR
enthusiastically support all efforts to increase the transparency of the procedures and the
evaluation. That means: for years, the publication of the submitted documents has had the
purpose of improving the legal provisions, which can be seen in our corresponding notes on
our website. And it is not only the BfR that has been concerned with this. We held a
workshop in November 2017 on the further development of the evaluation of risks to health
together with the Federal Ministry of Food and Agriculture and the European Commission in
the context of our risk communication task, so that these questions could then be discussed
together with all persons involved, including with the stakeholders.

In parallel to this, we also have regular tasks assigned to us by statute. We consider these to
be worthy of further development. It must be said that many of the procedures are highly
complex. The plant protection product authorisation process is one of the most complex
processes in the area of consumer protection. And for example, the questions of how different
literature should be viewed, and how a work instruction is created on the documentation on
the clear delimiting of the evaluation of the applicant and the evaluation of the evaluating
authorities, is certainly also necessary – and this can be seen in the current discussions.

Perhaps I should also point out that the risk assessment report, as it exists at the moment, and
Mr Burtscher has just referred to this, clearly shows that different evaluations can be arrived
at too. It must not be forgotten, however, what this risk assessment report is. It represents an
administrative procedure, that is, an administrative procedure between one specialist authority
and the experts from a different specialist authority. That means, the question ‘how much will
be explained?’ presupposes that the recipient of this respective risk assessment not only
understands it, but can also appropriately categorise it. This is not something that can be, so to
speak, expected of the public.

1-010-0000

Norbert Lins (PPE). – I have a brief question, because you hinted at it earlier. How do you
consider the suitability of studies that are financed by the industry, in comparison with studies
from publicly available literature? Are there differences in quality, or how do you asses that?

1-011-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – This
question gets to the essence of science itself. The question is not ‘Who finances a study?’, but
the question is ‘Is the study suitable for what it addresses?’ That is, whether the scientific
criteria have been met, and if the scientific criteria are met, it makes no difference who
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finances the study. And this is actually also the principle that we are pursuing at the moment
with our European evaluation strategy. The applicant receives the requirements – precise
details are given, GLP and OECD guidelines etc... – but we then trust that transparency then
has to be delivered. And for this reason, the evaluation authorities also receive the original
data, because the original data themselves can be used accordingly to calculate and see
whether the claims of the applicant can actually also be verified. So in this respect, I think it is
important to take the scientific studies from the public literature, but we should not lose sight
of the fact that the GLP and OECD-supported studies are already the basis for the evaluation
tasks of the authorities due to the availability or non-availability of data.

1-012-0000

Bart Staes (Verts/ALE). – I want to thank everybody who gave a presentation, and thanks
also for the written answers to our questions. I have a question for Mr Burtscher on copying
and pasting. EFSA and others say this is not really a problem, because if you understand the
procedure, it is not a problem. I think everybody agrees that, if you copy and paste, and the
reader can see where the information has been taken from and what was the source, and there
is a clear indication of a citation or it is put between brackets, this is more transparent. But if I
understand you well, you say the real problem with copying and pasting is not that issue, but
rather that BfR and others – EFSA and the Member States – took over the initial assessment
of industry, of the applicant, saying that some independent studies who said that glyphosate
was toxic were simply dismissed like that, and that the copying and pasting of that part of the
application of the applicant is the real problem. Did I understand well your explanation, and is
this approach according to the regulation, which says that an assessment should be done in a
transparent, objective way?

1-013-0000

Helmut Burtscher-Schaden, Global 2000. – Thank you for the question. Yes, to be very
clear, plagiarism is in any case, a formal offence. I do not believe that the problem would be
solved If the evaluation report had clearly stated: ‘We have taken the statements of Monsanto
word for word, also adopted the evaluations of Monsanto, and we approve of these’, and that
was that. Because in my opinion, this would be a completely absurd and counterproductive
way to manage the Pesticide Regulation 1109 and the idea behind it to allow an assessment of
the published science to flow into the risk assessment procedure. But this is what happened.
This means that from my perspective, the problem is not the formal offence of plagiarism, but
the fact that, staying on the chapter of DNA damage, which relates to the most important
carcinogenic mechanism and to a mechanism that affects fertility, these are serious issues.
The best experts in the world say this is strong evidence of DNA damage. And on
examination of the evaluation report, we find nothing but the statement of the applicant
therein. And as I learned for the first time today from Prof. Hensel’s remarks, the BfR adopted
this because – I’m not really sure why – and they actually viewed the original data and on that
basis, conducted a risk assessment of these 70 plus studies. But where should I find it? Where
can I find it? There is no trace of it in the evaluation report! You have copied beautifully. You
– and this is maybe another important point, if I have time – have done something else, and I
hope that the PEST committee looks into this closely. At the start of this Volume 3
Toxicology and Metabolism B6, page 508 in this 4 322-page bundle, which not only the BfR,
but also – as we know – other authorities contributed to, and not just copied and pasted, there
is the description of the procedural methods in the BfR part. And there was a very clear
differentiation between evaluation and industry studies, and there was stated: we have so
many industry studies, we copy the statements from the industry and evaluate them ourselves,
marked in italics. And this happened, which is not plagiarism. But then you also said how you
evaluate the published studies. And this, even the description of the method, is copied word
for word from the Monsanto authorisation application. This means Monsanto said: ‘We
conducted the literature evaluation in this way,’ and you went to it, copied it, put it in italics
and in doing so said this is the authority who says this, and now the authority is explaining
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how we conducted the literature evaluation. This means that you slipped into Monsanto’s role
completely.

1-014-0000

Chair. – I am sorry, I understand that it is frustrating, but if we want everyone to be able to
speak (which I know is difficult), I am going to ask you to try to provide general answers and
ask general questions. Other questions will follow, so you will be able to come back to things.
If not, not everyone will be able to speak.

1-015-0000

Simona Bonafè (S&D). – Mr Chair, I have a question for Mr Burtscher as well. I listened
attentively to what you said and noted that in the question concerning the written questions –
question number four if I’m not mistaken – when you were asked what you would change in
the current authorisation system for the use of phytosanitary products, you indicate that the
authority that assesses the active substance must be independent – you also repeated this
today – and, therefore, cannot be chosen by whoever makes the request. You also say that the
choice must be made by external parties.

Now, my question is this: can you please explain to us what you mean by a choice made by
third parties in order to make the decision more independent? And can this potentially be
reconciled with the possibility of assigning the risk assessments for all the new authorisations
to the EFSA?

1-016-0000

Helmut Burtscher-Schaden, Global 2000. – Yes, that was the third point of a proposal by
the European citizens’ initiative ‘Stop Glyphosate’, to change the authorisation system, given
that with glyphosate, as we know, the evaluation of the active substance was conducted five
times – if I have seen it correctly – by the same person. The predecessor institution to the BfR
conducted the evaluation once, in Germany in the 90s, then there was a peer review by the
ECHO Committee – this does not exist any more, but the same people who conducted the
evaluation today in the BfR were present then – then at the Joint Meeting on Pesticide
Residues in 2004, and the same people were responsible in 2011, and now, for the fifth time,
the assignment went to the BfR for the approval renewal of glyphosate in 2012. And of course
this creates a certain conflict of interest, because of course it is difficult to approach a re-
evaluation objectively, because I have conducted this evaluation four times already, and
already used the same study four times to say: ‘There is no problem.’ For this reason, an
authority – and this is now my response to the question – such as the EFSA, should be able to
determine that a new authority should conduct an independent evaluation – in line with the
premise that the same authority should not confirm or amend its own previous judgement.
That was the idea behind it, and not to grant the applicant the possibility of strategically
seeking out an authority, if this option is available and is used.

1-017-0000

Arne Gericke (ECR). – Chair, I have already submitted a list of questions. We visited the
EFSA, and there was a question, or rather a request. What happens if we as the European
Parliament no longer trust the work or the reports of our European agencies, supposing our
European agencies would supply us with false reports and false data? So my basic question is
what can we change in the collaboration, in very general terms, in order to develop a new
basis for trust in the collaboration with the European agencies, particularly now the EFSA and
the other named agencies? To what extent is there a possibility to create a new basis for trust
here too?

1-018-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – We
have to go back a few years in order to see why there was actually a reorganisation, including
a structural organisation, in the area of consumer health protection. It was the year 2000, we
had the BSE crisis, and what resulted was an almost complete loss of confidence in political
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institutions. What was done? It was decided that scientific institutions would be established
and with their scientific reputation what they then reported as a risk assessment, would not
stand as an administrative or political move, but would be presented to policymakers, who
would then decide based on these findings. I consider this have been a completely correct
decision.

I believe that Parliament also acted correctly, by establishing the EFSA. The EFSA is actually
structured like this – which has also been seen in the Member States. The Member States have
developed similar structures based on Regulation 178/2002, and I believe that the decision to
act in this way was right. The question is not whether the authorities that have worked like
this up to now have been wrong to do so, but the question now is why are there such great
misgivings about their outputs?

And there we encounter two worlds. The first is the world of science, which of course can,
and also wants to arm itself with scientific arguments, because it is not political, and then the
question whose agenda do these decisions suit, or not? So I think, and I believe that I am in
agreement with many on this point, this can be very clearly shown in the context of risk
communication –, glyphosate has a very wide ambit, it is the key substance for genetic
engineering, it is the most-used plant protection product, it is used worldwide, it is simple to
use, it is almost non-toxic. Of course a substance like that is somewhat of a focal point, and
what you can see is that if glyphosate can be toppled due to health considerations, all other
plant protection products would also have to be examined. Then you would no longer be able
to use them in your garden or suchlike. Rather, it’s do or die.
1-019-0000

Chair. – Excuse me, Mr Hensel, I understand. Firstly, could you please be more specific in
your responses? Secondly, we are here at the special committee for pesticides. This committee
was created for a reason. It was not just for the pleasure of meeting or getting together, even
though the friendliness between us is useful for our meetings. It is because there is a scientific
controversy (whether you like it or not) and there are conflict of interest issues which are
arising in the initiatives being taken, which are real, and we must work on improving the
procedures.

If I accept what you are saying, that means that nothing should change. However, at this stage
the EFSA has already amended a number of procedures. The European Commission has put
forward proposals for improving and amending procedures. This means that there is a
collective effort and, as you have said yourself, our shared task is to work together to improve
mutual trust. The question that has really been asked, about finding out how to make
improvements, as Mr Gericke has said, is the key task in our work. Please let’s try to be
constructive because, if I may say so, if all was well, we would not be here.

As Chair of the Committee, I don’t wish to labour the point, but I ask that your responses lead
up to clear, distinct questions, so that we can move forward collectively, because we have to
make recommendations through a report at the end of our mission, to propose improvements,
if there are improvements to be made.

1-020-0000

Ulrike Müller (ALDE). – Chair, Professor Hensel, thank you for taking the time today to
explain the working processes of the BfR in detail once again. You have already done this in
previous years. For this reason, thank you once again for the clear statements on transparency.

I would like to finish the work of our committee with the result that we can make proposals
for actual improvements to our authorisation system, which I already consider to be robust.
For this reason, I am particularly interested in what you now recommend on the basis of your
experience in recent years, on the one hand to further strengthen transparency and robustness
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of the authorisation process, and on the other hand to improve communication in order to
strengthen trust in the system. Do you think that an amendment to the legal framework is also
necessary, or are these rather problems to do with implementation? I would also be interested
in the opinion of the industry.

1-021-0000

Jean-Philippe Azoulay, Director-General, European Crop Protection Association (ECPA) .
– We think the system has to deliver safety for health and the environment, competitive
agriculture in Europe and, if possible, improve the single market. The system is over-
delivering on safety for health and the environment. It is working. What we would like to see
is better implementation of the existing system so that we keep safety, we keep the
environment – this is working well. The research services of the European Parliament
released a report just three weeks ago where they confirm that the system needs improvement
on competitiveness – let’s follows the rules – and to facilitate the single market. So what we
would ask is – and I will summarize in four points: we ask for the system to be respected,
timelines to be respected. To date it is not predictable. It is not efficient. Secondly, for the
mutual recognition and the zonal operations to be respected, Member States to trust each other
so that there is no competitive disadvantage and issues with the single market. And we would
ask for the guidance documents, which are used to make the system work, to be more realistic
and voted by Member States. So simple improvements which have a very big impact on how
our regulatory system would work in Europe, how agriculture will be more competitive, and, I
think, would also improve trust.

1-022-0000

Ulrike Müller (ALDE). – I would still like to hear the response of Professor Hensel on the
transparency and robustness of the authorisation process, whether we can strengthen it further,
and also on public trust, whether we can actually further improve it. We should also do this.

1-023-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – First
of all, we still need to figure out whether better risk communication actually leads to more
trust. But transparency is very important in the procedure.

There are a number of things that we also share with the EFSA, for example the pre-
reregistration of studies, i.e. GLP studies for example or OECD-compliant studies, so that
studies are not duplicated, so that verifications or past verifications do not fall by the wayside,
so that the data – the actual raw data – are available.

We also believe that the approval authorities should absolutely also conduct research or have
research conducted that is directly related to the authorisation, simply so that certain open
questions can be highlighted. This depends on the active substance and also on the application
on the crops. But that would be one of the questions that we would find important, or also, for
example, that we think that if a rapporteur or a co-rapporteur is strengthened, there is bound to
be the possibility of discussing with them again, in other words, a validation committee, such
as we have already set up in the biocide sector.

1-024-0000

Kateřina Konečná (GUE/NGL) – I would like to ask a direct question specifically to the
representative of the European Crop Protection Association, because you stated in your
answers to the committee’s written questions that you consider it important for producers to
retain the option of choosing the Member State for reporting authorisations. At the same time,
you defend maintaining the current system and reject the idea that the European Food Safety
Authority (EFSA) should conduct a study. In addition to this, you support the current role of
EU agencies and you are lobbying to keep the system setup unchanged.

We nevertheless discover that your members, as the SYNGENTA case has shown, are
constantly challenging EFSA findings and putting pressure on the Commission to use its

Page 19 of 237



15-05-2018 19

influence and change EFSA findings. In point 19 of your answers, you defend this on the
grounds that everyone has the right to challenge the findings of an agency.

I am sorry, but this is hypocrisy of the highest order, because you speak of how the industry is
constantly trying to find flaws in the system. So if we maintained the system in accordance
with your wishes, how could you ensure that your own members would not continue the
practice of challenging results they simply dislike, since the system is already extremely
vulnerable due to the fact that the arguments and studies for and against authorisation are
presented by the applicants themselves, in other words the producers.

You contradict yourself in your answers and I would like to know your specific answer
concerning the current state of affairs.

1-025-0000

Jean-Philippe Azoulay, Director-General, European Crop Protection Association (ECPA). –
Thank you for this opportunity to go back maybe to the IMS. The regulation allows
companies to select the IMS. The regulation was voted by Parliament; it is one of the few
flexibilities companies have. Since the regulation has been in place, there have been 22 new
substances where a company can select IMS because it is only for new substances, and 150
renewals where the company has not selected IMS, so this should also be considered.

The second point is that there are very good reasons. I would say that companies make
rational choices, so they will select the IMS where they have the highest chance of getting the
most rapid authorisation. The system does not allow for sympathy or for hostility. The system
is designed so that the evaluation will be the same regardless of which reporting Member
State does it, but the timing will be different. Those evaluations are peer reviewed. Other
Member States have a look at it, EFSA has a look at it. It is the Commission in the end which
will decide. The result will be the same; the time to market will be different. So that is what
happens with companies.

EFSA are doing studies: we think this would be a poor idea, because then EFSA would be
evaluating their own studies. This does not work. We have researched in a regulated industry
and we have not found one where the industry does not perform the regulatory studies to get
the authorisation. It makes sense. I would not trust an airplane where studies had been
performed by anybody but the manufacturer. The question is: how well are those studies
performed?

On the question of Syngenta and the influencing or intervening with EFSA, I respectfully
disagree. I think you can respect the institution, and we do; you can respect EFSA and the
Commission and the decision. You can still disagree with the results if you have good reasons
to disagree, and then – fortunately – there is a possibility to discuss; there is a possibility to
show your results and to have a chance to be reconsidered. In other industries like
pharmaceuticals, you even have an appeals committee or a formal process where industry and
the agency can exchange and can discuss. This process does not exist today with EFSA. But
disagreeing and then using your arguments to try and change a result if you have good
evidence for it: I do not think this is wrong behaviour. Therefore, in this case I would
disagree.

1-026-0000

Kateřina Konečná (GUE/NGL) – I am sorry, but I did not get an answer to my question.
You are challenging something but you don’t want to change the system. So what are you
proposing to us? What is the right thing to do, in your opinion?

On the one hand you are exploiting this situation, you are exploiting the fact that you can
choose the Member State. I do not agree that it should be possible to choose the States for
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authorisation, as we can see that it works completely differently for re-authorisation and I see
no reason for the difference. I simply do not see this, but it would involve another question.
And you have simply failed to answer the question of how you want to force your producers
to respect findings which – even if they do not like them – will then be credible.

1-027-0000

Jean-Philippe Azoulay, Director-General, European Crop Protection Association (ECPA) .
– I was reflecting on the two parts. Again, on the reporting Member States: we are using the
system. It makes sense for companies to pick the reporting Member States for new
substances. Again, this is only for new substances. You have realities in agriculture. You have
countries where some crops are not grown, and it makes sense to ask a reporting Member
State which has the experience and has already worked with some of this chemistry to assess
– especially if it gives you a better guarantee of speed to market. What is critical for the
company is speed to market. The regulation today does not work in this respect: timelines are
not respected by the evaluation. It takes a long time to get authorisation, and companies want
to go to the Member States which will give them the fastest authorisation. So again, this is a
rational decision, but it is actually a fraction of the dossier. It is only new compounds, and
unfortunately in Europe we have very few of those. No new compound has been evaluated in
the last two years in the European Union. So that will be for the first part. I am sorry, but I did
not make a note of the second part of your question.

1-028-0000

Kateřina Konečná (GUE/NGL) – I don’t want to remain on this topic, because I am afraid I
will never get an answer from you, but the question is precisely how do you want to force
your firms to stop challenging the system, at the same time as retaining the current system,
which they themselves are challenging?

How do you want the system to be set up to avoid a situation where you are actually
exploiting the flaws in the system for your own ends? I do not want to speculate about speed,
and I think it should not be a question of speed but mainly of the safety of these substances.

1-029-0000

Jean-Philippe Azoulay, Director-General, European Crop Protection Association (ECPA). –
Thank you very much for repeating that. I am sorry.

Again, you can disagree with a decision or with an evaluation: that is normal. It is not usual
and it is actually very unusual, but disagreeing is not something which should be banned or
prohibited. What is prohibited is to use the wrong arguments. But if you have a reason to
believe, then you should be able to disagree and to raise your case and solve it.

Now let’s go back to the system, because I think your question touches on those two aspects.
You have one aspect: how well is the system or the regulation working to guarantee safety for
human health and for the environment? And then, how much is this system trusted? These are
two different questions. We believe that health, for human health and for the environment, is
working well. Our industry has never acknowledged the opposite: quite the contrary. We
think it is over-achieving. There are too many constraints on industry for the same result.
Where we see that we have to change is in the implementation. This was recently confirmed
by the Commission in the evaluation for the refit. It was confirmed by the EPRS (Parliament’s
services). We need to improve on the implementation, not the basic delivery of safety for
health and for the environment. So I would go back to those two things: how well the system
is working on those things, and then how well it is perceived and trusted by our citizens.

1-030-0000

Mireille D’Ornano (EFDD). – Mr Chair, this question is addressed to the industry
representative, Mr Azoulay.
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On 27 February your organisation wrote to all MEPs asking them to vote against my plenary
amendment calling for a ban on neonicotinoids. On the 2013 restrictions on three
neonicotinoids, you said, I quote: ‘we still believe that the basis on which these restrictions
were put in place is wrong’.

Unfortunately for you, a day later the EFSA (European Food Safety Authority) – which
cannot be accused of being zealously anti-pesticide – published a report proving you wrong.
The agency confirmed the higher risk of the three neonicotinoids concerned.

You asked for additional proof, and you had it the next day, the day before the vote. The
EFSA said that it carried out extensive data collection and a systematic review of studies
drawing on a considerable amount of data to arrive at very detailed conclusions. Why did you
not send a corrective email to all MEPs to take note of this absolutely crucial report as part of
the update of the EFSA's conclusions?

1-031-0000

Jean-Philippe Azoulay, Director General, European Crop Protection Association (ECPA). –
I’d like to thank you for asking this question, as it allows us to address the issue of
neonicotinoids.

First of all, it would be crazy to think that the industry is anti-bees. Many of our member
companies are also seed producers and they need bees in order to be able to produce their
seeds, to create their livelihood every day, and all of our member companies produce products
that allow farmers to work. More bees mean more agriculture, more ECPA, more companies.
That’s the first point. We are together, we have a shared goal to preserve pollinators, we have
different points of view but a common interest.

Secondly, we disagree with the Committee's conclusions, not with the EFSA's conclusions.
The EFSA assessed the risk, the EFSA concluded, the EFSA assessed over 500 scenarios on
the risk posed by the three neonicotinoids to bees and it estimates that in 4% of these
scenarios, there is a high risk which cannot be excluded – these are the words of the report –
so for the rest, the 96%, there are safe uses for neonicotinoids. We’re not saying that it’s easy,
but there are safe uses.

Our regulations are there to determine safe uses and allow the farmer to produce
competitively. The risk manager – the Committee – decided not to take any risk, decided – for
reasons of its own – not to authorise these products for safe use and that is why we disagree.
We respect the EFSA report. There are indeed uses that can be dangerous for pollinators, as
for any other insect. Safe uses exist and have not been supported.

1-032-0000

Philippe Loiseau (ENF). – Mr Chair, I’d like to thank the speakers for their insights.

My first question is addressed to Mr Burtscher. Is the fact that a company can choose an
important Member State as its country of origin for an approval request a problem for you
and, in such cases, what do you propose to avoid any suspicion of collusion or favouritism?

My second question is addressed to the representatives of the BfR. Since the entry into force
of the European Union pesticide regulation in 2011, public authorities must also include
independent studies in the risk assessment of pesticides. However, according to the German
BfR, manufacturers' studies are preferred because they correspond to good laboratory
practice, as opposed to other studies, carried for example by universities or other scientific
institutes, which apparently cannot meet this requirement, even though they work
scientifically, and submit to a peer review process. So to what extent does the requirement for
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good laboratory practice limit the independence and scope of the studies used, and secondly,
are there alternatives to using this practice?

1-033-0000

Helmut Burtscher-Schaden, Global 2000. – Chair, Thank you once again for this question. I
do not consider the fact that the manufacturer can select the Member State to be the greatest
problem in the authorisation procedure. I believe that it is an improvement if an objective
procedure is introduced here. But from my point of view, the lack of transparency of the
industry studies is a far weaker point in the current system, specifically the fact that no
objective control by third parties is possible – of course by the authorities, but, as already
mentioned, there are examples in the past where these controls have not functioned very well.

And the second weak point is that the studies from the industry are commissioned from
contract laboratories. They used to be done at in-house laboratories, but now it is contract
laboratories. As a result, these contract laboratories that are in competition with other, they
have fallen into a conflict of interests. Since we know: the customer is king. In my view, there
is really no need for industry to be the customer in this case. I think that the industry must pay
for this. They want the authorisation after all. The price will be passed on to society in any
case, but the application should go through a public authority, through the EFSA. And the
same laboratories can do the work as far as I’m concerned, because in this way the
laboratories would be released from this enormous conflict of interest and would be able not
only to carry out investigations on the basis of best scientific practice – because GLP is a
standard that certainly has a number of positive effects –, but also offer objective summaries
of these studies, which is what the EFSA or the Member States conducting an evaluation need
in order to conduct a transparent, objective and independent evaluation.

1-034-0000

Alojz Peterle (PPE). – This morning, we have already talked about threats to bees and
biodiversity. Following this conversation I remain concerned, as the prospects are not good.
Biodiversity is... declining.

I am not impressed when one refers to science, as science on its own does not guarantee the
truth. Science may be political, and politics is about what science wants to see or what it does
not study. If it does not look in a particular direction, it will see nothing there. And if it is only
interested in short-term effects, it will not be able to report on the long-term ones.

There is a great difference if one institution says that something is carcinogenic, while another
says that it is not. This leads to mistrust and we, as legislators, are faced with major problems.

My question is, and I am not the first one to pose it, how to resolve the problem of different
assessments on the same thing. Part of the answer is to provide objective control and
transparency. I would like to know, what else do you think we can do to get to the truth on
these matters?

1-035-0000

Helmut Burtscher-Schaden, Global 2000. – I largely agree with what you have said.
However, I believe that science, if really done in this way – objectively and transparently and
according to scientific criteria –, can definitely be a benchmark that can offer good guidance
for decision-making for political risk managers. I think it is all about creating an environment
in which it is possible, an environment that is free from conflicts of interest, and that, at the
same time, introduces more transparency. I think that was also the intention of 1107/2009,
which indeed delivered very fundamental improvements.

If I now think about what the European Commission presented a few weeks ago, so, a
proposal to amend the General Food Law Regulation, then I see very, very positive elements
in it that, hopefully if the law now enters the legislative process and the right amendments
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from Parliament and inputs from Member States come, it can really improve the whole system
in my opinion, and I really hope that the level of protection for the environment and for health
will thereby be improved.

However, this will have the result that hazardous substances or substances with unacceptable
properties will also disappear. This means that we cannot say that we want a law, and we want
safety, but we must not lose any active substances. Because this argument always comes up,
and it is immediately stated as soon as this kind of legal initiative is introduced for an EDC;
an endocrine disrupting pesticide. Then we will lose so and so many pesticides. But we want
to lose the pesticides that put the future of our children and also the future of our ecosystem at
risk. In the end, this is a political decision, but we must create the basic conditions so that the
scientific foundation is solid.

1-036-0000

Pavel Poc (S&D). – Just a remark: it is not part of my question to Mr Azoulay. Listening to
you, Mr Azoulay, I feel as if I am in a film which was called Thank You for Smoking,
because your arguments are very similar to those which were used in in that film by the
actors. But we are in the real world, and as the rapporteur of the EP implementation report on
plant protection product Regulation 1107/2009, I can quote this particular conclusion of the
European Parliament Research Service. I quote: ‘The evaluation of the implementation of the
Regulation revealed that the health and environment objectives are not being achieved.’ That
is a simple, easy quote from the report. I have read very thoroughly, believe me, all 800
pages. Finished.

But my question will go to BfR, to Professor Hensel, and it is on the number of studies that
are needed to trigger a refusal of the authorisation of glyphosate. In my opinion,
Mr Burtscher-Schaden clearly showed in his presentation, and also when answering our
questions in written form, that there is sufficient evidence to trigger a refusal of the
authorisation of glyphosate. ECHA’s COH report identified a total of 11 statistically-
significant increased tumour incidences. Do you agree that there is a causal relationship that
has been established between the agent and an increased incidence of malignant neoplasms or
an appropriate combination of benign and malignant neoplasms in at least two independently-
conducted valid animal studies? And if not, can you explain why? Because, as you said, we
should work with science, but I feel somehow that you are pressing us as politicians to work
with belief only. So you now have two minutes to very concretely comment on what
Mr Burtscher-Schaden said about the number of studies necessary to trigger refusal of the
authorisation of glyphosate. But please, this Committee was established because of real doubt,
so please be very concrete.

1-037-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – First
of all, I am a German civil servant, a federal civil servant, and I have no interest at all in
whether a plant protection product should be authorised or not. Rather, we have been asked by
Parliament – by the German parliament, and the European Parliament – to test and examine
these things as rationally and scientifically as possible, and submit our evaluation. If you ask:
‘How many more studies are necessary for glyphosate to be rejected?’, then I have to say just
one would be sufficient. The one study that shows us – perhaps it is due to the interpretation,
that is what I understood anyway – a single study would be sufficient, that would tell us: these
are findings that make authorisation impossible, for health reasons.

If you look at the studies that Mr Burtscher conducted himself, there was every possibility to
introduce it, also with the ECHA. These findings were also presented in the public
consultation, the evaluation was presented too. The problem that we have is that we cannot
clearly distinguish between the active substance tests and the non-guideline studies, because
the non-guideline studies do not just test the pure active substance. Instead, it says in the
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study, for example, Roundup was used. However, Roundup is an example of a mixture of
substances. It contains co-formulants: tallow amine, synergists and so on, which all also have
their own toxicological effects. And we know – and this is also something that EFSA has
seen, something that we have even re-evaluated – that the problem of these genotoxic changes
probably stems from the fact that glyphosate itself is not genotoxic, but the other substances
that it is mixed with could have genotoxic effects. And although Mr Burtscher was correct in
what he said, in my view he interpreted it falsely. This has no constancy in scientific
discussions, both currently and oftentimes in the past, since of course the fact that there are
genotoxic changes does mean that one can say: ‘The substance should thus be rejected’.
Rather, the composition in question should not be authorised. Just a simple example. We have
had 28 or 36 formulations in Germany – don’t pin me down – of glyphosate preparations, i.e.
plant protection products. Of these, some disappeared because the substance itself was not
sufficiently pure. They contained co-formulants with formaldehyde and nitrosamines, which
themselves also have toxicological effects. So you can already see that even this single fact
means that if only the active substance is used in a particular scientific experiment, that this
would be partly at odds with what would result from actual active substance tests in GLP-
controlled studies. And this is where the problems come from, because it has not been subject
to a proper scientific process.

1-038-0000

Pavel Poc (S&D). – I think that I have a few seconds and I would like to ask Mr Burtscher-
Schaden: do you agree with this?

1-039-0000

Helmut Burtscher-Schaden, Global 2000. – I cannot even contradict, because I find that you
have not even tried to respond to the question presented to you by the MEP Mr Poc. The
question was related to the cancer studies, long-term carcinogenicity studies from the industry
that I presented in my introduction, five studies –– plenty, yes, luxury – and all five studies
show statistically significant dosage-based increases in cancer, sometimes in several cases.
And Mr Poc’s question was why and how you could simply brush this aside in the face of the
many industry studies, when there is a binding law for you, which says ‘Evidence in two
studies is sufficient for the classification’ – in this case as 1B, and an authorisation would
thereby be ruled out –how could you just put this to one side? By the way, we published a
work on this in a peer-reviewed journal – I believe you know it – your argument was
‘Mr Burtscher is talking about Roundup and its formulations’, it has nothing to do with these
cancer studies. The cancer studies were conducted with the pure active substance, and the
IARC contradicted you in this point, and you had to agree with the IARC. I will read to you
what you wrote in your addendum. You write

‘The statistical analysis by IARC was confirmed and extended.’ – because they consulted
other studies – ‘Accordingly, renal tumours in male CD-1 mice would be considered as
treatment-related based on positive trend tests in two studies. Malignant lymphoma’ – that is
what humans also get, at least that is the suspicion – ‘in males could be considered treatment-
related in the study by high-dose males and the study of 2009 and of 1997 three studies, and
CD-1 mice based on positive trend tests for males’ – I think that was haemangiosarcoma. You
have confirmed everything, based on industry active substance tests.

1-046-0000

Chair – Mr Hensel, I think if you’d like to respond perhaps at this stage of the exchange it is
important that you complete your remarks in one minute.

1-047-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – I
actually misunderstood your question to some degree. However, I am happy to address what
you asked about once again.
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The important element in the evaluation is not the significance in tests of this kind, but the
biological relevance. And also what Mr Burtscher took from the summary and placed in
another, does not make things any more correct. What needs to be considered and what was in
fact considered, was the raw data. There is a large discrepancy between what the IARC
looked at, and to be clear, not the BfR – I am not speaking for the BfR here, but for all risk
assessment authorities in the European Community – and the other approval authorities that
have seen these data. The procedure relates to the fact that we have the original data, and it is
precisely on the original data that the very specific statistical methods that have already been
explained by the manufacturer have to be hinged. What Mr Burtscher and those who worked
with him have done is taken that data and re-evaluated once again with other statistical
methods. And these other statistical methods are exactly what we always want to avoid. After
all, we want it to be defined in advance how these statistics will be evaluated. And this is not
about fishing for significance, but rather biological relevance. I can demonstrate from many
studies that if you use very different test methods, you can find significance. And that is what
is being suggested here, that all authorities concerned have not just overlooked this, but we
are clearly either too dumb or we exploit the indifference of the consumer, because it is not
important to us. By the way, we all have family too, and of course we are obliged to them, to
consumers, for whom we are doing this. So the studies have been conducted properly. But in
the re-evaluation that has not yet been published – I am looking forward to it and am pleased
that we can also look at it –, we can see, ok, the results are different, that is concerning. But it
must also be said, the biological relevance and the epidemiology are decisive. Because the
substance has been on the market for 40 years, and we know a lot about glyphosate. If the
carcinogenic effect could be shown then this would also be discernible in the epidemiological
studies, but this is not the case.

1-048-0000

Ulrike Müller (ALDE). – Professor Backhaus, Our concern here is with the robustness of our
authorisation system for plant protection products. Is also important for the evaluation to test
how well alternative systems function in comparison. For this reason, I have been looking at
how our second European authorisation system functions, namely for plant protection
products for organic agriculture. There I noticed that the rules are significantly less detailed,
that for example there is no division between risk assessment and risk management. In the
comparison of both systems, would you say that the authorisation of organic plant protection
products are similarly robust with regard to environmental impact? And do you think that
significant substances such as copper, which is extremely persistent and has effects on the
microbiology in the soil, should be authorised at all under Regulation 1107? I would also be
interested in the opinion of the industry at a later point.

1-049-0000

Georg F. Backhaus, President of the German Federal Research Centre for Cultivated Plants
– Julius Kühn Institute (JKI). – Thank you very much for this question. To my knowledge, all
plant protection products in Europe must undergo active substance testing and regional and
national authorisation, including plant protection products that are important in organic
agriculture, if they are defined as plant protection products. It would be a different case if they
are defined as a soil additive or plant booster or similar, then we have a different legislative
area.

Copper is indeed a substance that has been discussed very critically for years. It is a heavy
metal, which has significant side effects. We have conducted scientific investigations on
copper for many years, at locations where copper has been used for over 100 years. These are
winegrowing locations, and fruit growing locations. Perhaps you know that Bordeaux mixture
once saved European winegrowing in the 19th century when downy mildew was brought over
from America. And interestingly, we find effects on earthworm populations in the soils, but
particularly on species displacement and species dynamic in the soils. We have made
immense efforts throughout recent years, also from a scientific perspective, to carry out
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copper minimisation strategies. However, in my opinion this can only be a transitional step in
order to arrive at a different solution in the long-term, so that copper no longer needs to be
used as a plant protection product in the future, including in organic agriculture.

For this reason, we have a whole range of research projects in respect of resistant cultivated
plant species. I believe that one of the solutions in the future, especially for fungal diseases, or
bacterial diseases, for which copper is, and has also sometimes been used, for example fire
blight pathogens in fruit growing, i.e. Erwinia amylovora, will be that we will be much better
at reaching our objectives in the future through the resistance function and through breeding
research and plant genetics than by using these kinds of substances, which in my opinion are
actually a transitional step.

1-050-0000

Anja Hazekamp (GUE/NGL) – Mr Chair, I would first of all like to make a remark. Mr
Hensel said just now that it is of no importance who finances the study, but that it is mainly
about how the study is structured and carried out. I also heard him say just now that
politicians perhaps do not understand the full scientific context. I was also a researcher and
scientist in the past, and the rules for scientific research that I learnt were completely different
from what I have heard here, for instance with regard to methodology, funding and disclosure
of funding, peer review, and definitely also with regard to stating all the authors.

I have one question for Mr Burtscher. Many pesticides have been authorised in the EU, and
the Commission and EFSA have said that mostly this does not create any problems and we
therefore do not need to change the authorisation procedure very much. Could you say
whether this is correct? Are there no other substances which have caused discussions? Could
you explain why perhaps the situation of glyphosate is so exceptional?

I have a second brief question. We heard Mr Hensel say that the product has already been on
the market for 40 years without any problems. Could Mr Burtscher perhaps say something
about the epidemiological study?

1-051-0000

Helmut Burtscher-Schaden, Global 2000. – I don’t think that I will be able to fit everything
into the two minutes. The authorisation procedure in its current form in the EU is not really
functional. I don’t think it was just glyphosate that has highlighted this, but it was especially
apparent with glyphosate. And this is where I come to the question, what is special about
glyphosate? Through the intervention of the IARC, which was completely by chance – when
the first intermediate report on glyphosate was published, the IARC did not yet know that it
would be examining this active substance itself. This decision was made three months later.
And this decision gave rise to the important question: What is the background? This has led to
the involvement of many independent scientists and NGOs as well.

Here I would like to briefly address something that Mr Hensel said. Glyphosate is of course a
symbolic substance, but I am fully convinced that it is not because of genetic engineering and
also not other things that you have mentioned, but really, it is an example of a question being
asked, which is: are political decisions in the EU on the authorisation of a plant protection
product actually made on the basis of a good, lawful, independent scientific evaluation – yes
or no? After many years working on this subject I have determined that this case shows:
unfortunately not. This is not about apportioning blame, it is about the question: what are the
reasons for this, and how can this be improved?

You had another question on the epidemiological studies, which I did not completely
understand. Was it about the interpretation of studies?

Page 27 of 237



15-05-2018 27

Epidemiology is also a classic case of copy and paste and structured very differently from
genotoxicity, because in this case, Monsanto, or the Glyphosate Task Force were not very
sophisticated. They listed epidemiological studies and claimed that classic confounders such
as smoking, medical history or consumption of medication had not been reported in the
studies, i.e. not requested and not presented. Of course you can find out after a ten-minute
literature search that these allegations were untrue. They were simply allegations that were
used to disqualify the studies as Clinical 3 – we should probably speak further about this
evaluation system later –, as not permissible. This is what the industry did. And if you see the
authority’s evaluation report, this was adopted word for word and thereby became the opinion
of the authority. We lodged complaints with eight NGOs in December 2016 for this reason, a
complaint against the manufacturer because, in our opinion, they attempted to gain an
authorisation using incorrect information, and also complaints against the authorities because,
in our opinion, they did not fulfil their oversight obligations.

At that time, the authorities did not say ‘this is not our opinion’. On the contrary. We had an
epidemiologist, a German, a very renowned epidemiologist, Eberhard Greiser. He also
believed at that time that this was the view of the authorities. And you know that he said to
you in the Bundestag: this is deliberate falsification of study contents. He repeated this several
times, because he believed that you had done this. In reality, you only copied it from
Monsanto.

1-052-0000

Maria Heubuch (Greens/EFA). – Chair, Mr Burtscher, you raised the question of what
might be preventing the authorisation procedures from running optimally. Earlier in your in
your remarks, you spoke about key new aspects in the 2009 Regulation. You pointed out that
the risk assessment applicant must submit independent studies. Mr Hensel has twice now
mentioned that the actual risk assessment is usually done on the basis of industry studies. So
my question is: what is the problem here? Is the problem with the BfR, as it only takes
industry studies into account, or is there also a problem with the EFSA guidelines regarding
relevance and how the studies are selected? What should I understand to be the root of the
problem? That would be my question for you, Mr Burtscher.

I also have a comment for Mr Hensel. You said earlier on today that if glyphosate is simply
toppled, then we also need to look into other pesticides. You were presenting it to us as a
nightmare scenario. Indeed, we may very well have to look into other pesticides. I can
remember a few pesticides which were authorised – thinking of anthracite, or DDT – and they
also had to be revised at some point and we had to recognise we had given authorisation for
something in error. That was just a comment, though, not a question. My question is for Mr
Burtscher.

1-053-0000

Helmut Burtscher-Schaden, Global 2000. – Sorry, I lost the thread for a moment; I was
focusing on your second point. If you could jog my memory?

1-054-0000

Maria Heubuch (Greens/EFA). – The new aspects in 2009, applicants to submit
independent studies, but Mr Hensel said industry studies.

1-055-0000

Helmut Burtscher-Schaden, Global 2000. – I think that the legislator’s intention in 2009
was on the one hand to avoid throwing out the old system because in it, investigations are
based on regulatory studies and previous investigations had been done on this basis as are on-
going investigations. This was retained. In addition to that, an independent objective
evaluation of the scientific literature was called for.

For example, we know that for neonicotinoids – the term has already been mentioned – it was
primarily the independent scientific literature and the observations of beekeepers that revealed
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that the industry studies and, above all, the procedures previously used to classify the dangers
to bees were not appropriate. Actually, that may have been another of Ms Hazekamp’s
questions: Are there earlier examples? Yes, neonicotinoids. The EFSA now has a really very
very scientifically-based and very comprehensive risk analysis process based on the latest
scientific guidance. We weren’t there in 2012. Back then, these substances were considered
safe for bees if they were used in accordance with the rules for application. They are now
banned throughout Europe, for good reason. In other words, scientific research is, of course, a
key countermeasure and that is why I believe that we need to use the system to ensure that the
authorities are willing and able to incorporate that scientific literature in their verdict. The
new proposal from the Commission includes some elements which could help with this.

1-056-0000

Mireille D’Ornano (EFDD). – Mr President, I have a question for Mr Hensel. I asked you a
written question which you did not fully answer, so I will ask it again.

I recalled that, according to the EFSA, the rapporteur Member State must, in its report,
confirm whether, from its point of view, the research was carried out correctly and the
information provided by the applicant in the area of scientific literature is accurate.

However, the glyphosate renewal assessment report subject to accusations of plagiarism and
prepared by your institute is not meant to represent the actual risk assessment of glyphosate.
Also, I asked you in writing why the BfR deemed it necessary to insert directly into its report
a hundred pages of text – if not more – from the documents provided by the manufacturers,
since at this stage it was not a risk assessment.

You say in your answers that it is up to the EFSA to respond, but I do not agree because this
report was written by you.

1-057-0000

Roland Solecki, Head of department, Federal Institute for Risk Assessment (BfR). – Thank
you very much for your question. I would first of all like to mention that industry is obliged to
conduct research for ten years and submit the literature. We inspect every single study in the
submission. The BfR independently carries out its own research into the literature concerning
the active substance, as we are obliged to do under Annex II of the Regulation. That research
is also included in the report. Of course we have to report all studies, including those financed
by the industry, but also those from independent institutions. Taking these studies into
account alongside the industry studies is essentially our second job, and one which we take
very seriously.

Unfortunately, for the majority of the test points there simply aren’t any publications in the
literature. This means that when we look at the impact on consumers, users and residents, the
methods of analysis, there are often no publications available in the literature. And if we’re
looking at carcinogenicity studies, the IARC also made use of industry studies. These were
published by the US EPA and the JMPR. And we tried to reproduce the statistical analysis, as
we wondered how the IARC managed to reach different conclusions from the original
publication by the US EPA and the Joint Meeting on Pesticides Residues. And in the end, we
also submitted a second evaluation from the European Chemicals Agency. They also did a
risk assessment, just the same as the International Agency for Research on Cancer. And
representatives of NGOs had the opportunity to present their arguments and statistical
analyses there. It was followed up very attentively by the Risk Assessment Committee and
ultimately, in spite of these statistical analyses, which only take the trend test into account,
they also came to the legally binding conclusion that glyphosate has no carcinogenic or
genotoxic properties. So a second European agency independently came to the same
conclusion as the EFSA, just as agencies in other Member States or outside of Europe have
also come to similar conclusions.
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1-058-0000

Chair. – If I may, just in addition to Ms d'Ornano's question – because it's both interesting
and worrying since we went to the EFSA for two days – on the issue of copying/pasting
because this is the issue, as I understand it – and the colleagues who were with me can
confirm this – they did put out the original documents and they told us that they were
certainly copied/pasted, but that they were annotated by you, which means that for the EFSA
– and again my colleagues will confirm this – they had been assessed by you.

However, I understand that you are telling us that the assessment was not done precisely. Did
the EFSA really rely on the BfR? We took the assessment carried out by the BfR once the
copy/pasted sections were annotated by the BfR and we considered that the EFSA did not
need to make a further assessment, that it trusted the BfR. Is this the case? Because your
question is important. Can you confirm this, or not?

1-059-0000

Roland Solecki, Head of department, Federal Institute for Risk Assessment (BfR). – I can
confirm that we read every single study supplied to us in the original. It has already been
noted that we made our own evaluation known for the industry studies which tested the
individual points. In the first assessment report, we didn’t present that especially clearly. For
the second evaluation in the addendum, which replaced that first evaluation, we reviewed
each study again and also presented our own evaluation. For the third evaluation for the
European Chemicals Agency, each study was reviewed yet again, and to end with, our report
was reviewed by all of the Member States. We would have liked to have had suggestions
during the public consultation in May 2014: please do make your own views on some of the
cited literature studies clearer. The evaluation of genotoxicity is primarily based on studies
performed with the pure active substance and in accordance with the OECD guidelines.

1-060-0000

Mireille D’Ornano (EFDD). – I would like to know what Mr Burtscher thinks of this
response.

1-061-0000

Helmut Burtscher-Schaden, Global 2000. – Thank you very much for this question. I don’t
even know where to begin. You’re certainly right about one thing: for genotoxicity, you relied
solely on industry studies – because you declared all other studies to be unreliable or
irrelevant, even though there are a lot of studies which were also done with the active
substance. That’s one thing.

And the other: I totally reject your whole approach to statistical evaluation. Mr Hensel
practically said it himself earlier. It is not statistical significance which is key, but biological
relevance. CLP guidelines clearly prescribe that the weight of evidence ought to be evaluated,
and that is what the hazard assessment does – and that is stipulated by law. So the evidence
includes the quantitative analysis of the tumours which appeared. There was no such
quantitative analysis in the report, in the RAR, in epidemiological and animal studies – we’re
talking about the mouse studies here – and determining statistical significance. That's the first
thing.

And you’re right: statistical significance alone doesn’t mean that we automatically have to
classify it as a carcinogen because two studies are now significant. But if, when I analyse
them correctly, I have eight significant results in five studies which I didn’t originally do, and
if these significant results are reproduceable – which you also never did – we know the first
two studies on lymphatic cancer in mice couldn’t be evaluated, and you know why, but the
last three studies all showed a statistically significant increase in lymphatic cancer, both in the
trend test and with pairwise comparisons, and so we have a risk of lymphatic cancer in
humans, and we have a carcinogenic mechanism. A weight of evidence determination, which
is also stipulated in the CLP Regulation, would have required putting all three of these levels
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of evidence on the table and forming an opinion. I have yet to identify a single place in the
RAR where you might have drawn a connection between the malignant lymphomas in mice,
the malignant lymphomas in humans, and the mechanism. You unpicked everything into
isolated issues and declared each study to be irrelevant, one by one. That’s the problem: you
didn’t do any sort of proper weight of evidence determination, such as would also be required
by the CLP Regulation.

1-062-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
Okay, we can do this. What you see here, ladies and gentlemen, is that when it comes to
evaluating the findings of animal experimentation in toxicological studies, particular expertise
is required. And at the present moment, we are discussing animal testing in a depth which, in
my opinion, really calls for experts who know a thing or two about it, which, by the bye, – as
Mr Burtscher himself has mentioned – has already been done in the RAC. The results match
up. Of course we’ve looked at all of these data. Perhaps you would like to continue,
Mr Solecki?

1-063-0000

Roland Solecki, Head of department, Federal Institute for Risk Assessment (BfR). – Yes,
thank you. Of course we performed the weight of evidence determination, and that includes
much more than the statistical trend test. And that was explicitly discussed after the RAR was
replaced by our addendum. We had a telephone conference with all of the Member States,
with the IARC, with the WHO, with other authorities. And the final conclusion was that these
pieces of evidence are not sufficient. Continuity and biological plausibility are also part of it.

And, once again, we had this same discussion in the Risk Assessment Committee, in which
these retrospective statistical tests by Christopher Portier and Peter Clausing were presented,
and the RAC also discussed them at great, great length and came to a conclusion. Which was
published. Eventually, these discussions were had in the US’s EPA, in the Canadian PMRA,
amongst our Japanese colleagues. And ultimately – you’re also aware of the most recent
publication, the update to the American study on the malignant lymphomas. In the most
recent publication, it is determined that in fact, no connection whatsoever was proven between
malignant lymphomas and glyphosate exposure. Those are the facts which we have been
currently grappling with. The weight of evidence determination has a great many ‘lines of
evidence’, and as you have so rightly said, there is a whole lot more to it than just statistics.

1-064-0000

On-demand interventions

1-065-0000

Albert Deß (PPE). – Chair, I have a few questions for Professor Hensel. If we are now
hearing from scientists that glyphosate allegedly causes cancer, then I can only conclude that
those scientists have been asleep for the last forty years. How can it take so long to come to
come to such a conclusion? It would be genuinely irresponsible if someone’s been sleeping on
the job for forty years.

Second question for Professor Hensel: we had a heated discussion about glyphosate in
Germany. What do you make of that discussion? Was it about the substance’s toxicity, or
were there other root causes?

Third question: organic agriculture has been touched upon already today. But I would like to
know specifically which plant protection product has the greater toxicity, glyphosate or
copper compounds, and how they decompose in the soil. These four things caught my interest.

1-066-0000

Chair. – Mr Hensel, active substances or formulations?
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1-067-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – I’ll
work my way backwards, perhaps. When you’re looking into toxicity, you have certain
parameters, such as acute toxicity, for example, which is also expressed using the LD50
value. For glyphosate, that’s approximately 2 000 mg/kg, and for copper, which you were
asking about, it’s in more or less the same region, or about twice as high for Bordeaux
mixture. So it’s already the case that if you just sort them by acute toxicity, glyphosate is
actually among the safer plant protection products which has also led to it being used so
widely internationally.

Your second question was why this gained such a particular significance in the national
discussion. Here, too, I can only point to the risk communication of our own organisation. We
perform several hundred risk assessments for plant protection products each year. It’s really
just glyphosate which has now come into particular focus, just for various reasons which
frankly don’t have anything to do with the actual science, but which science has to respond to.
We have been doing that for about five years now – not by ourselves, but together with all of
the other authorities – and I believe that all arguments have now been put on the table, and
have since been weighed up as arguments. Actually, the next thing on the agenda is: we really
don’t have a dearth of knowledge about glyphosate any more – certainly not at the moment –
when it comes to the studies available, but rather, we actually have this question: what does
implementation look like from here on in?

As to the third question, I already...

(Interjection from Mr Dess: Forty years.)

So, as I said, the enduring use of a substance does not always mean that it is safe. But it is
vital that precisely these substances, which are used as agricultural tools, have to be safe,
since the people applying them, of course, have to handle them directly. In view of this – and
this lies within our competence – health assessments have to take centre stage, both for the
users of the product and for bystanders or residents.

That’s why the issue of the significance of the epidemiological studies is so important. We
really do regret that no such studies are available at European level. So, as it happens, we turn
to the USA. In the USA this is actually regularly investigated in large cohort studies. We
would also love for these sorts of cohorts to be examined in the long term in Europe as well,
because, independently of the confounding factors, we’d get results which could well fire up
the discussion we’re having today.
1-068-0000

Chair. – Gentlemen, allow me to add on this point too – in just 30 seconds – that as regards
the epidemiological studies, what EFSA told us – the members present will confirm this – is
that in fact EFSA, given the resources available to it, did 10% of the work that it would
actually have to do if it really wanted to have conclusive results in epidemiological studies.

Are you in a way confirming that this lack of resources means we cannot go much further on
the epidemiological question?

1-069-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – The
studies which are now internationally available, they are valid. I mean, we have the Andreotti
study which was published this year. This was carried out on such a large cohort that its
findings actually shed a lot more light on the causes of particular types of cancer. This large
study even made it possible to demonstrate that carcinogenesis from glyphosate is obviously
negligible if it even exists at all – based on the study. It’s always possible for science to throw
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up a result sometimes which makes you go: ‘we never looked at that before’, or it can turn out
differently.

To the question of whether the EFSA actually has the means: of course it’s already the case
that with the way the EFSA is currently set up – and I know this because I’m a member of the
scientific Advisory Forum – and with the structures within which it works, the rapporteur
system and the panel system, it has its limitations, because of course it can hardly manage its
current workload; not in-house, and not with the input of scientific experts from other fields –
and it’s always growing, especially with regards to plant protection. So from a professional
standpoint, this indicates an urgent need for action.

1-070-0000

Albert Deß (PPE). – Chair, I have been a Member of Parliament for quite some time, and I
am a farmer. Something has struck me with this whole discussion: whenever Monsanto had
some kind of interest, it always came forward, it sent information or tried to open a dialogue. I
haven’t seen any initiative from Monsanto on the subject of glyphosate. Professor Hensel,
now that the patent has run out, could it turn out that Monsanto really doesn’t care anymore
whether the substance is renewed, and that perhaps an expensive successor product is already
in the pipeline? It wouldn’t surprise me.
1-071-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
Certainly, I can also only speculate on that front, I mean, it’s not within my competence to say
whether or not that is the case, I mean, the question of whether you could really imagine
Monsanto might have something in the pipeline. From our authorisation procedure, we know
this much: we do ask for additional studies quite frequently, because there are some things
which we are also aware of. There are gaps in the literature on neurotoxicity, on animal
health, as well as this third addendum which we created. Questions are also asked of the
industry, and in this matter sometimes we also discover that the industry studies, in their
submitted form, are not actually complete. And it’s exactly these additional inquiries which
allow us to fill those gaps. And I think that is also something that of course has to be
introduced at the EFSA in ,just this way, or which has already been partially introduced;
namely an improvement of the completeness of studies, their authoritativeness, and their
reproducibility and reliability. That affects GLP laboratories and the studies which are done,
as well as the procedure itself.

1-072-0000

Jean-Philippe Azoulay, Director-General, European Crop Protection Association (ECPA). –
I would like to make an additional comment on the epidemiology studies, because actually the
largest cohort in the world is in Europe. It is called AGRICAN and is in France. It started in
2002 and currently has 150 000 members from the agricultural community – not only farmers,
but people living in the countryside – and the results are available. I wish they were quoted
more often. The results, if I can summarise, show that the agricultural community suffers 30%
less cancer and 30% less endocrine disease than the rest of the population. Of course we can
go into details, but this is the essence. But the point is that we do have a very large
epidemiology cohort in Europe comparable to the agricultural health study in the US.

Maybe a comment on the question about glyphosate versus copper, even if you are comparing
herbicide and fungicide. But I think this is exactly the kind of debate we need to have. We do
not say that one is better than the other. Which is better: 50g of glyphosate or 50g of synthetic
fungicide once a year with one passage of the tractor, or 3 000g of copper with ten passages of
the tractor every single year? One is organic, one is synthetic; they are both products which
are needed to fight against pests. We do not have an answer. We do not want to give an
answer here. Our members produce 50% of organic products and they also produce synthetic
pesticides. But the debate is exactly this one: how do we reduce the overall impact, whether it
is organic or conventional?
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1-073-0000

Maria Noichl (S&D). – Chair, Here we have the Special Committee, and on the one hand the
Special Committee should look to the future – that’s obvious – but we do have to look back at
the past as well. It was asked at first why there are so many misgivings, why trust has been
shaken. All I can say is this: as a completely ordinary woman, my trust has been seriously
shaken, very seriously shaken indeed.

Because I was present when we visited the EFSA and, amongst other things, we got to see this
copy and paste situation quite clearly. It just becomes clear –– and I would be just as cautious
in other areas. What would I say if the text of a privacy statement were to be lifted word for
word from Google and their like and served up to us? What would I say if a text on
employees’ rights were copied word for word and presented to us? That is exactly why I,
quite naturally I feel, am incredibly reproachful and also very, very angry when I see that a
public authority – I am a German civil servant, you are a civil servant – has taken a text, an
evaluation – not just studies, but the evaluations of studies! – and copied it word-for-word, not
typed it up, not put it in their own words, not reformulated it, but copied it word for word!

I think every citizen, and I too, have the right to say: I’m reproachful, and I’m asking myself,
what’s behind this? One the one hand I would say: is there corruption going on? I don’t want
to accuse you of that. But what I absolutely do want to mention here is this one point, namely
that companies have to change their financial statements, their financial audits, every ten
years. It cannot be right that a company is audited by the same auditor over and over again.
How can it be – and you stated right at the start that your neighbour has been working in this
field for forty years – that there are so few hands on the tiller to pass judgement at the end of a
study? How can this be? This makes me very, very sceptical.

Looking to the future, I would want there to be a constant changeover of personnel in any
case. I don’t want to discredit your work here, but I would like to talk about peer review
which is part of a scientists’ own positive self-image, the fact that they themselves are always
calling for other scientists to review their work. They request it themselves, because nobody’s
perfect. So, to put the question once again, very clearly, for the BfR and Mr Burtscher:
changing personnel – duty, or necessary evil? I would say: a rotation principle. That’s my
question.

And my other question, and it has to be said, is there an element of blame to be factored in?
The word blame has yet to come up in here at all. Does blame play a part? And if such a study
was copied, someone’s head should roll. I’m not mincing words.
1-074-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
What comes out at the end is always what is important. And the transparency of this process, I
think, is as high as it could possibly be by now. We have this risk assessment report, which
went out to the relevant Member States, which is accessible everywhere. That means this risk
assessment report can be seen and evaluated, by all scientists, all over the world. And there
are only very few scientists – I do want to include Mr Burtscher in that number as well as
those who worked with him – who raised any dissent to this assessment of glyphosate at all,
or who said: we are not of this opinion. The overwhelming opinion of all the scientists across
the world, who have worked on this is: this study was evaluated properly, this study comes to
the right conclusions. We didn’t do this, but we prepared it, and others accepted it and said:
we share this opinion. So this means I am not speaking on behalf of the BfR now, but on
behalf of the assessment authorities, in fact for all of them in the entire world, without
exception, which say: this study was evaluated properly.

So, then you went back to this copy and paste issue. I already tried, right at the start, to say
that you can look at it now and say: look, someone took something here from what the
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applicant submitted. When actually, the applicant is supposed to supply the facts about how
the science evaluates glyphosate and its effects. And what you actually do is check. Is this
right, what is written there? It’s like a planning application. You don’t go there either and say:
have they got their calculations right? You look to see, has it been built? Whatever has been
built, is it correct? And if there aren’t any comments, then whatever is there is correct.

Why am I saying that? Because the recipient of this message: ‘The evaluation of the
neurotoxicity or sensitisation is correct,’ is also an expert at another authority. The way in
which we are working at the moment is not at all specific to the BfR – you’ve already asked
other authorities, and they do it too. And there’s a good reason for it. And that is because of
the sheer number of studies which also have to be looked at. That’s over a thousand studies
which all have to be commented on. And moreover, they cannot just be written down, they
have to be evaluated. And we evaluated every study – every single study. And you’re right.
When people don’t know things, it usually makes them distrustful. But in this case, our task
was actually this: we examine it. We say: is what the applicant did here right? And then we
said: if it’s right, then we’ll find it there as well. And where we say: ‘This needs to be
followed up, other things need to be done here,’ we commented on that too.

The question is: how should it be done differently? It would just be another way of presenting
it. And of course you cannot put forward the argument: we as citizens have access. Because
the evaluation process is really very complicated. It is a scientific evaluation process. And as I
said before, there are not a lot of people in the world – I do not even always consider myself
one of them – who are in a position to even review particular elements of a study. That means
that for the question of ‘is what the applicant wrote here correct?’ I find it quite irresponsible
when Mr Burtscher, for example, says something like what he just said: yes, it’s all copied
from Monsanto. Firstly, it was a taskforce, there were 28 applicants, who also provided very
different studies. And then all of these studies were consulted and reviewed.

If people then came to the same conclusion, there’s no contradiction. We can’t exactly go and
say that all of the studies submitted by the industry, or the evaluations of studies are wrong.
And then I have to put the ball back in your court. You gave us the task and the legal
framework. The legal framework is just this: inspect what the industry gives you, and inspect
it in good faith that what is there is correct. How else? It can only be done scientifically. And
in this way, you can be guided by the data in front of you.

So I think the question is: ‘Is it really plagiarism?’ – from my point of view it isn’t in the
slightest, because it’s just about giving particular information – at least up until now – to the
recipient, also an expert from another authority, and saying: yes, these facts are correct. And
on that note, no heads have to roll or anything like that, but you do instead have to look at the
stringency of the whole decision-making and evaluation process, and this is justifiable, and
it’s in the RAR, too. You quite simply have to consult it.

1-075-0000

Chair. – Just a word before I hand over the floor, Mr Burtscher, you mention the legal
framework, that was actually given to you, if that’s the case. This is the question put to us as
co-legislator, namely, should changes be made to improve the situation and the legal
framework, because it is our responsibility with regard to the elements of analysis that you
give us and our questions?

1-076-0000

Helmut Burtscher-Schaden, Global 2000. – Chair, A lot of what you, Professor Hensel,
have said is not, in my opinion, correct. It is not the case that the majority of scientists agree
with you. It is the case that authorities agree with authorities. And here it’s important to
distinguish between authorities that have the statutory mandate to carry out a risk assessment,
because it is these that can actually identify a cancer risk. But whilst other regions of the
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world have chosen one possible option of seeing the risk as acceptable, Europe has been
decisive in not choosing this option.

The ECHA is an authority which is supposed to work at the same level as the BfR, the EFSA
and IARC. And it should certainly be investigated why the ECHA confirmed the BfR’s
judgment, in my opinion. If we’re talking about scientists, your judgment – and it might be
rather important to clarify again – in principle, you performed two stages of evaluation. a
completely normal evaluation like dozens which came before it, that was already finished
with the RAR in March 2015. And then comes the IARC. Then you had to backpedal. And
then came the addendum. And you say the addendum replaced what came before. In reality,
the addendum states completely different things. There are eight significant tumour findings
in mice; beforehand, there was one. In the addendum, you agree with the IARC: there is
limited evidence for carcinogenicity in humans. You agree with them, and then later say: only
limited. There is no definition of ‘only limited’ at all. There is limited evidence, that means a
suspicion of carcinogenicity. That’s how it is in the law. And that means that there are two
different levels which cannot be mixed up, as otherwise you will just wind up lost and
confused. And it is exactly this – this is my impression, and I described this in my book as
well – which you played about with, because you delivered an evaluation which couldn’t be
defended. That was the first evaluation. Then you had to take that back and agreed with the
WHO. And then what happened is that in spite of all of these concessions to the science, you
stuck with your old conclusion. And it’s exactly this line of argument you employed which
led to scientists not, in fact, agreeing with you, but saying something which scientists very
rarely say. They said: your work – specifically the work of the EFSA, which is, in itself, a
reputable agency which does a lot of good work – is scientifically unacceptable, it is
fundamentally flawed, and it is misleading. And it was the call to the European Commission
to discount you in their political decision about glyphosate, however that may turn out. That
was the Portier letter, which was backed by ninety-four scientists. I know scientists. I know
how careful scientists are, when their reputation is on the line, with such crass and
uncompromising criticism.

1-077-0000

Maria Noichl (S&D). – I’m sorry, there’s still not been a clear answer. Isn’t there an obvious
need to bring in the rotation principle, so the same people can’t be making decisions about
something for forty years? It’s a little bit like the Pope, who wasn’t allowed to marry and
doesn’t want the next one to be allowed to marry either. To correct yourself and say: I’m
going in a new direction. At the end of the day that’s exceptionally difficult to do, and
therefore the rotation principle should be brought in. Again, your opinion on that would
interest me.

1-078-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). – I
have to mull it over for a minute, since of course it’s the best argument that counts in science.
It’s not always about who’s doing it, it’s the argument itself which counts. And if someone
can draw on the wisdom of experience – forty years, thirty years, ten years, whatever – then
that’s the person who is best able to judge the scientific facts, and who is able to evaluate
advances in knowledge due to publications or statistics. There are just people who are better
and who are worse at it. It’s the same as with hairdressers.

You have to ask, why take people who actually know what they’re doing off the task? You
said: ‘If decisions are being made.’ Decisions are not made in science. You have to make a
clear distinction there, as well as on the question: who makes a decision at what point? This is
about scientific classification. And here it isn’t just one person or just the BfR, thousands of
scientists in and with the relevant authorities have been involved. And this collective
consensus is eventually expressed in the EFSA view as well. And decisions are made
politically. They are made in the Standing Committee, or by the Commission. Nobody
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actually has to permit glyphosate. But as to the question before us: ‘Are the health aspects
correctly presented?’, there is a scientific consensus. It is not how Mr Burtscher is presenting
it. All of the arguments which he has brought up here have already been weighed up in the
RAC. I always advise publication in these situations, because publication ultimately re-
enables this scientific process.

To come here and opine: ‘This is all wrong’, or whatever, that’s cheap. I would have had to
have had at least the same amount of time to answer that as well, because what he said is plain
and simply untrue, and is therefore not to be taken into account.

1-079-0000

Helmut Burtscher-Schaden, Global 2000. – I know that you advise publication. Peter
Clausing already published, a year and a half ago, and his publication showed you – and it
was actually directed at you – everything you did wrong in your evaluation of the malignant
lymphomas in the mouse studies, and then called on you – and this was a German-language
publication – to either refute these arguments or to accept them and withdraw your evaluation.
No reply. I asked him, and again just now.

And the second publication. Now the question is how I can take eight significant cancer
findings and come to a classification of ‘not even possibly carcinogenic to humans’. That is
exactly what Peter Clausing, Claire Robinson, and I published in February just gone, in the
Journal of Epidemiology and Community Health. That is a respected scientific journal, and
we are also yet to receive a response to our paper. We showed five violations of OECD and
ECHA guidelines in a peer-reviewed journal. That means that other scientists who also have a
reputation to uphold looked at it and said ‘yes’. They agreed with it, or it wouldn’t have been
accepted by the journal. And I still haven’t seen any effort to look into the errors which the
BfR made. Perhaps now we can do that at some point. It’s probably too complicated to do
here, I’m afraid.
1-080-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
Give me twenty seconds. It’s not just the BfR. The JMPR, for example, came to the exact
same evaluation as we did, completely independently from us, from a completely different
angle. And to just discredit all authorities because they’re just publications from authorities
and not scientific publications, I think that’s a bit rich, honestly. And then to say, ‘My
publication is better’.

A publication is a proposal to the expert world that there has been an advancement of
knowledge, taking into account statistics, and epidemiology, and the experiment. The issue is,
it doesn’t become true just by being published, rather, it will be discussed and these sorts of
publications have an influence on that discussion. It’s an ongoing process on which science is
based. And it took place here as well.

1-081-0000

Chair. – You understand the concern, through the debate, which is ours as co-legislator,
which is to advance on the margin of progress needed on different procedures, because when
there is scientific controversy, we are held hostage somewhat, and we must progress with our
own work.

1-082-0000

Thomas Waitz (Greens/EFA). – I’m afraid I have to go into this statement with the BfR. I
believe you’re saying: well, you publish your accusations, then we’ll react to them. Then they
were published, you were informed about it, you didn’t react, and are now defending
yourselves with ‘yes, everyone else saw it the same way.’ So, I think that’s a bit weak.

But I actually have a different question. You’re surprised by the lack of trust in the general
population, but you don’t see any problem in directly taking over an industry evaluation,
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words and pictures. Of course you can come to a similar evaluation; you can write it yourself.
But the fact that you take it directly from industry, that creates distrust.
But also, the relationship with the country given the mandate. My question to you is this:
under the current circumstances, where it’s clear that the Member State to which you belong,
of which you are a civil servant, has a heightened financial, economic interest in
authorisation, simply because of the business structures in question, would you now recuse
yourself from such a review because of bias?

And another question about Roundup, which you described as genotoxic: did you evaluate it
as a composition as well, or did the industry suggest a different composition to you?

And one last question to Mr Burtscher. Would it be a part of the solution if the Union were to
make additional funds available for independent research, especially for controversial
certification procedures?

1-083-0000

Andreas Hensel, President of the German Federal Institute for Risk Assessment (BfR). –
You’ve now asked a lot of questions which can hardly be answered in a short space of time. I
will start with business interests and our Member State. I can’t imagine – I’m guessing – that
Germany fell over itself to reassess glyphosate because it’s quite simply an awful lot of work.
You have to understand that it’s a very complicated certification procedure. But we got it
anyway. That was the Commission’s decision, we didn’t seek it out at all. That means the
reason why Germany had to do it is a question to put to the Commission. Perhaps it’s also
because we had expertise in this subject. That’s not necessarily a disqualifying factor.

Then the question – I didn’t say that Roundup was genotoxic. I said that if you use mixtures
of plant protection products in particular mechanistic studies, you have to have it clear in your
mind that the different mixtures, the ingredients of mixtures have different effects which
aren’t necessarily to do with the active substance. And that’s why, when it comes to
evaluating the active substance, if there are genotoxic effects, it’s really important to examine
whether they come from the plant protection product or the glyphosate itself. That is an
important distinction, because it ultimately leads to a different assessment, because if
substances are genotoxic, then at the end of the day, they can’t be used as plant protection
products. In this respect, this is also an important discussion, and is also key. And for that
reason, we of course took these studies very seriously and we also examined whether they
were present.

1-084-0000

Helmut Burtscher-Schaden, Global 2000. – Chair, I have it easier, I only have one question.
Yes, I think it’s very important for the authority to be in a position to, and to be equipped to
commission its own studies in case of doubt. So I’m also very happy with this proposal which
Commissioner Andriukaitis put forward which includes just that – admittedly at the behest of
the Commission, but I’m assuming at least that the Commission will decide wisely in this. For
example, with glyphosate we had this problem. A lot of scientific studies in mice with the
pure active substance come to the conclusion that glyphosate is genotoxic. In studies which
are very similar to the industry studies, which in part align themselves with the OECD
requirements. The industry studies come to the opposite conclusion. That would be a classic
case where the Commission could say, perhaps because scientists bring it to their attention as
well, or a Member State does, or an authority. Let’s take a look. And the BfR, or in this case it
would be the EFSA – they have the means, and an increase is being considered to their funds.
All that is very welcome, and I hope that the Parliament and the Member States now actually
set it in motion – before the European elections, as otherwise something which has the
potential to usher in a significant improvement to the safety of people and the environment
could fall through the cracks once a new Commission and a new Parliament are elected.
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1-085-0000

Pavel Poc (S&D). – We are not, of course, a committee of inquiry, so we are not trying to
find out who is guilty; we are a special committee. It means that we are doing our best to
improve the legislative framework, as you mentioned. Going back to that, BfR said repeatedly
that the result of the evaluation of carcinogenicity of an active compound – at least in the case
of glyphosate, in this case – depended on the statistical methods used in the evaluation
process. It is a correct statement. Frankly, I knew it, because the conclusion of the discussion
between EFSA and IARC here in the European Parliament was the same. But then, here we
have a very important question. Why did the agencies and IARC use different statistical
methods for evaluation? Which statistical methods are better, and why does OECD Guidance
No 116 recommend statistical methods used by IARC – surprise surprise? Could you maybe
reply on this?

1-086-0000

Roland Solecki, Head of department, Federal Institute for Risk Assessment (BfR). – Chair, In
the first instance we use the studies, the statistical methods, which are set out in the design
which the study was aligned with. We then additionally carried out the trend test, because we,
as I have already said, were surprised that the IARC came to different conclusions from the
people who originally published the studies. To this respect, statistical analysis plays one
important role in evaluating carcinogenicity along with other lines of evidence – plausibility
and so on.

But it’s false to now assume that we would ignore potential indications of carcinogenic effects
for all these substances. It was said right at the start, and it touches on the matter of rotating
personnel as well. For four substances which Germany completed, approval was not given,
for three substances it was recommended that they be re-approved. We also reach conclusions
where we have made a proposal in the re-evaluation of carcinogenicity that was upheld by the
ECHA’s Risk Assessment Committee. So on that note, you have to consider every active
substance, the body of evidence, the plausibility, and then weigh up all of the arguments and
come to a final conclusion.

And for glyphosate, the final conclusion was that the weight of evidence is insufficient to
classify it. That was the final opinion of the European Chemicals Agency and ultimately of
other institutions as well. And even if there is a change of personnel, it may be the case that
the same authority or the same panel comes to the same evaluation. The BfR played no role
whatsoever in the current assessment from the Joint Meeting on Pesticide Residues, and this
panel still told the FAO/WHO: there is no carcinogenic effect from consuming glyphosate in
our food.

1-087-0000

Pavel Poc (S&D). – I am sorry, Eric, but the question was not about that. I just asked – and I
will put it again, very simply – why we in the institutions in the European Union do not
follow OECD Guidance No 116 – which we do not – because they propose using the
statistical methods which are used by IARC but not by our agency. So I was no longer
disputing the carcinogenicity of glyphosate – we will leave that to the scientists. I just asked
you, Mr Burtscher-Schaden, why European agencies are not following OECD Guidance No
116? If you do not know, say we do not know.

1-088-0000

Roland Solecki, Federal Institute for Risk Assessment (BfR). – Of course we observed the
OECD guidelines.

1-088-5000

(End of catch-the-eye procedure)

1-089-0000

Chair. – Are you satisfied with this response? There are no other speakers, do other members
wish to speak or ask questions at this stage, or do you feel that you have everything?
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I will first thank the guests, the speakers for the quality of their contributions. Thanks to all of
you for taking part. We can see that we are moving step by step towards a certain number of
questions on which eventually the regulations – and this is the focus – will certainly evolve on
this or that point, to guarantee or improve in any case a certain number of aspects of the
authorisations, whether on the issues – as has been raised throughout our discussions – of
conflicts of interest, or things that are not yet quite clear.

In any case, there are improvements to be made and I have heard a few words about the
harmonisation of evaluation methods, as has been said, on the question of independence, how
to guarantee a big improvement or a major increase in the independence of scientific studies,
and then the scientific work, by dedicated new means, which we hear about through our
various exchanges. I think it’s a question of rotations, that is, renewals based on experience.

All these elements, I think, have been strongly expressed in our exchanges, and it will be up
to us, in the report which we must produce together, to provide elements of detail.

In any case, thank you all for your contributions and for taking part in this game of questions
and answers. Thank you, and I hope that we will progress together to ensure that the report we
are going to produce really serves the interests of health, and this is the main concern of 500
million European citizens, so that everything that happens tomorrow is even better than what
is happening today. Thank you for your hard work and participation.

Meeting closed at 18.08.
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1-002-0000

IN THE CHAIR: ERIC ANDRIEU
Chair of the Special Committee

on the Union’s authorisation procedure for pesticides

(The meeting opened at 14:10.)

1-003-0000

Chair. – We will start our working session with, as usual, some announcements from the
Chair. Firstly, with regard to item 1 on the agenda: interpreting, I would like to inform you
that interpreting is available in 16 languages. On this subject, I must – and I will do so with
great pleasure – read a message from our interpreters, whom I thank in advance for the quality
of their work, which ultimately helps us make progress on European democracy and all our
decisions. The interpreters inform us that industrial action under a strike notice is under way
against the Administration concerning their new unilaterally imposed working conditions The
quality of service provided to MEPs and European citizens is under threat. Because of this
dispute, they regret to inform us that interpreting will stop at 17.30 at the latest. We had
planned to finish at that time, so if we finish earlier all the better, but we will not be able to
continue beyond 17.30 under any circumstances. As I am this Committee’s timekeeper, I will
of course respect their wishes. The rigor of our work depends on this.

I apologise in advance for our starting two minutes late but I hereby promise the interpreters
that our work will end at 17.30.

My second announcement is that, as usual, the meeting documents are available via the e-
meeting application and that the meeting will be webstreamed.

My third announcements concerns filming, I would also like to inform you that today we will
have two film crews during part of our meeting, from Germany’s first television channel,
ARD, and for a French channel from France Télévisions.

These were the Chair’s announcements. Thank you all for attending. All groups are
represented. As you know, this is an important committee meeting today, as we continue our
work. We are progressing step by step, in line with the mandate entrusted to us, improving the
protocol for the marketing authorisation of molecules.

Today is, as you know, a milestone in this authorisation procedure for pesticides, since
EFSA's opinion – and I will come back to it – on the draft assessment reports and the way in
which this opinion relates to the classification of active substances must be both studied and
discussed, we will also have a presentation by EFSA, which I thank again for its presence I
thank its Director, Bernhard Url, and Jose Tarazona, for having come here today to speak on
behalf of this European agency. ECHA is also here, for the issue of classification. I thank
Björn Hansen – I think that’s how it’s pronounced – its Director-General, Jack de Bruijn and
Ari Karjalainen – I hope I haven’t garbled your name too much and apologise in advance if I
have – who will present ECHA's position on the classification and complementarity of the
agencies. The Scientific Advice Mechanism is also present, in the form of its representative
Paul Nurse, whom I would like to welcome since I was not able to see him before the
meeting. Lastly, I would like to warmly thank Christopher Portier for his presence, for
reasons of complementarity and, not confrontation or controversy, but in any case his view
will add to the diversity of analyses here, which is important to enable us as MEPS,
ultimately, to improve the procedure we have in place today.
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As is customary, I would like to remind you of the rules, something that is now almost a
tradition now. We have set the rules together, and I will ask the Members present to tell their
colleagues as soon as they join us – because some arrive late and forget the rules of the game
– but I must tell you on behalf of the coordinators, since the rules remain the same. We laid
them down collectively. We will ask our speakers to speak for ten minutes each. EFSA will
have 10 minutes to set out its view. ECHA will have 10 minutes to express its position, the
scientific advisory mechanism will have 10 minutes and, finally, Mr Portier will also have ten
minutes for his opening statement on our work. Then there will be a question-and-answer
session following the ping-pong principle, in which the two co-rapporteurs or their
representatives will ask questions, with the rules we agreed together: one minute per question
and two minutes per reply. I say this also for our speakers, adding that Members may, if they
consider an answer to be unsatisfactory, speak for a further thirty seconds to request further
clarification. One minute per question – and I will say it again here – means one minute. You
know the rules, but I would like to stress them, because otherwise we can quickly get behind
schedule and disrupt the balance of speaking time. And two minutes per answer.

There will be a first round of speeches with the two rapporteurs, the co-rapporteurs and then
the shadow rapporteurs then, secondly the coordinators, in the order of the size of the groups,
will proceed in the same way, namely one minute per question and two minutes per answer
and, finally, we will move on to speeches by on request, which means that Removers of can
ask a question to ECHA, EFSA, Mr Portier, or the agency.

Here are the rules for this afternoon, and since I must be the referee, the master of ceremonies,
I would appreciate it if you would help me in this difficult task so that the speeches can flow
smoothly and, most importantly, so that we can receive precise answers to the questions
posed.

Thank you for also replying to the written questions that we sent you, a little late on the part
of the scientific advisory mechanism, but we did receive the information and we thank you for
it. This information – the questions and answers – will be published on Parliament's and our
committee's website, in in the name of democracy. We intend to use this to inform our work
and draft a high-quality report.

Without further ado, after going over these formalities, I will get to the heart of the matter and
immediately give the floor to EFSA for its 10-minute presentation. I thank them for their
punctuality in taking the floor.

1-004-0000

Bernhard Url, Executive Director, EFSA. – Chair, thank you very much for inviting us here
again to the Special Committee on the Union’s authorisation procedure for pesticides (PEST).
This is now the third time we are in contact with you. We are trying to do our utmost to
support your work. We did this in April and then we had the pleasure to welcome you in
Parma for a two-day meeting and this is now the third time we talk to you.

Next slide please. In our past appearances here, and also in Parma, we talked a lot about
procedural issues, how we assess pesticides and active ingredients within EFSA. We talked
about methodologies, about the evidence we use, about the experts, the expertise we use, how
we use studies from industry, from scientific literature, and how we apply the weight of
evidence approach.

We also talked about the people, the role of experts, that we use in the peer review process,
also EFSA’s panel structure and how we collaborate with Member States’ authorities in this
two-step procedure. And a third part of what we tried to outline to you was the whole issue
about independence of the data, the methodologies and the people, transparency of the
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process, and then we also focused for quite some time on allegations in the room that we
hope, at least, we were able to explain to you, to showcase to you, how our scientific work is
done, and that the allegations brought forward were not based on factual evidence.

Today I would like to focus on different issues and not go back to those issues, although
obviously we are ready to answer your questions if there are any open still. Today I would
like to start with a comparison on classification that we have done together with the
International Agency for Research on Cancer (IARC) (next slide, please). With this we would
like to show you that first of all, classification is a complex scientific process.

What you see here is a comparison of 54 pesticides that were assessed by both systems – the
IARC system and the European system – over many years. And you see here that out of these
54, in 29 cases we came to an equivalent classification proposal. But in 25 cases, we came to
different classification proposals between IARC and the European system. And if you look at
these 25 cases, you will see that in 14 cases the European classification proposal was, so to
speak, more strict, more severe or more conservative, than the one proposed by IARC. And in
11 cases it was the other way round, and one of these 11 cases is glyphosate.

I think there are some messages in this slide, important messages, that on average the EU
system is, you could say, more sensitive or more conservative with regard to classification.
You can also see in this slide that the system works, that there is not a systematic bias in one
or the other direction; the system works and glyphosate is just one case out of 54 cases.

I think it also shows that the allegation that was brought forward in the past that the EU
system was scientifically unsound or flawed is not supported by this evidence.

It is also interesting to note that until glyphosate happened, nobody was interested in these
differences. It is only now, because of glyphosate, that suddenly we say: how can it be that
there is a difference? If I try to put myself in your position as policymakers, this divergence is
not helping policymakers. It creates uncertainty, ambiguity, so we should try to find ways, or
try to find explanations, as to why these differences occur. I think the session today will also
give us an opportunity to dive into this, especially because our colleagues from the European
Chemicals Agency (ECHA), the authority for the classification of chemicals, are with us
today.

The next slide, please. Turning the discussion now to how can the system be improved. We
have spent a lot of time on looking at how the system has worked up till now, but how could
the system be improved? There is one proposal now on the agenda; it is now entering into the
co-legislation process. It is an amendment of the General Food Law, amendment of
Regulation (EC) 178/2002, which we very much welcome.

We are very grateful to the Commission that following the EU Citizens’ Initiative, the
Commission has been very reactive and very fast in putting on the table a legislative proposal
for new measures on transparency, and also to update the governance model of EFSA,
aligning it with the other European agencies, for an approach, for a more coherent risk
communication, between the risk managers, the agencies, and also the Member States, and
this, according to the Commission proposal, would also be supplemented by an additional
budget.

Of course, we have a conflict of interest here, we are biased. As Executive Director of EFSA
obviously I would say it would be very useful to have these additional measures on
transparency, additional measures to increase the reliability of studies and data use, but also
the additional budget we need to implement this new Regulation.
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Next slide. What we have also done on our own initiative, without having in mind legislative
changes, is that we further strengthened our conflict of interest policy and implementing rules.
Here we are in constant dialogue also with the European Parliament to update and strengthen
the conflict of interest rules, also now for experts appointed by Member States. We have been
in close collaboration for many years with our colleagues in ECHA in Helsinki, but now there
is also a proposal in the making that the alignment of the processes between risk assessment
by EFSA and classification by ECHA in a timely manner will come forward.

I find this a very important step forward so that we do not have this time gap where, on the
one hand, EFSA is doing risk assessment and maybe one or two years later ECHA does the
classification. It is really important that we bring this into alignment.

Then we work with our internal Member States’ Pesticide Steering Network on how to
improve the process between Member States and EFSA in the work on pesticides, and we also
try to contribute to, and we have published a technical report in, the REFIT exercise that is
going on now with regard to pesticide legislation. So from our side also we are investing
money and resources into improving the system. It is a continuous improvement system.

The last slide please. When it comes to scientific initiatives, and we have outlined this to the
PEST Committee, especially in Parma, we know that we need progress in science on many
different fronts. I shall mention here just the cumulative exposure and the cumulative risk
assessment with regard to pesticides where EFSA is doing, I think, breakthrough work,
together with the Member States, but we cannot continue, or we cannot foster this work in the
way we would like to do, because of resource constraints.

We are working with many partners on a more refined landscape-based risk assessment model
for pesticides. This would also improve protection of the environment, consumers and
bystanders, and non-target organisms a lot, and this leads to the whole question of how we
can keep our methodologies updated. EFSA is a scientific organisation. We want not only to
follow the progress of science, we also want to drive the progress of science, but there I have
to come in again with the question of resources.

I am very grateful to the Chair of this Committee who after the visit to Parma spoke out very
vocally, saying that EFSA needs more resources to improve and to bring forward our
scientific work on pesticides. I would like to repeat this also here in this House as you, the co-
legislators, have a major influence on how the future budgets for EFSA, including in terms of
science, and not only in terms of the 178 proposal. That’s more for transparency, for
accessibility of data for governance, but here we are talking about hard core science and we
are not funded in a way that we can bring this science forward as we would like to do.

1-005-0000

Bjørn Hansen, Executive Director, ECHA. – Chair, I too am very happy to be here, for the
first time in this setting, as head of the European Chemicals Agency (ECHA) and I am proud
to be able to fulfil my duty as Head of Agency and as a civil servant contributing to
democracy in action – as you put it, Chair – in clarifying issues in the case of glyphosate.

I think the fact that we are getting together to discuss this issue and to discuss ECHA’s work
is a clear indication that the machinery works. We have done our work; there have been
questions about our work; and now we are sitting together to clarify this in a discussion, with
the aim of learning from it and improving where possible and necessary. So I am very much
looking forward to the debate afterwards.

I would like to start by talking about what ECHA is, to go into some of the activities that we
do and then to look at glyphosate.
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ECHA is a chemicals agency which was established about ten years ago in Helsinki. We
implement the scientific, technical and administrative tasks allocated to us in four pieces of
legislation: the Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH) Regulation, the Classification and Labelling Regulation, the Biocidal Products
Regulation and the Prior Informed Consent Regulation, which implements the Rotterdam
Convention. We are also being given additional tasks under the Waste Framework Directive,
just adopted, and the Commission is recommending, in its proposal, that we take on tasks
under the Persistent Organic Pollutants (POPs) Regulation.

We deal with a number of chemicals and a number of interesting topics within that area. You
can see, here on this slide, that glyphosate is clearly one of them, but we, like the European
Food Safety Authority (EFSA), have done work on bisphenol A. We have done work on
tattoo inks and we have done work – and are doing work – on micro-plastics and on some
other general scientific issues surrounding the chemicals area. Then we come to glyphosate,
where we have produced an opinion through our scientific committee, the Committee for Risk
Assessment, in the context of the Classification and Labelling Regulation.

The conclusions of our Committee for Risk Assessment were that the chemical does have one
toxic property for human health – which is to do with eye damage – and that it is toxic for the
environment, but we did not conclude that it is toxic for a number of human health endpoints,
in particular the ones that this session is about.

I would like to explain a little bit about the general framework of classification and labelling,
then apply that to what we have done on glyphosate, and also to put that work in the general
context of the work we and our predecessors in the European Chemicals Bureau, and the
Commission before that, have been doing for the last 30 to 40 years on classification and
labelling.

First of all, the Classification and Labelling Regulation, which we implement from the
scientific, technical and administrative side in the European Chemicals Agency, looks at the
hazards of chemicals, and sets out rules on how to determine the hazards of mixtures, based
on the hazards of the chemicals in them. The legal basis of the regulation effectively
implements a UN agreement, the Globally Harmonised System. In this slide you see the
symbols that are the labels on chemicals and chemical products, which, with this Globally
Harmonised System, have now been harmonised across the world and across different uses,
be they by consumers or workers or in transport. We are implementing the criteria of this
Globally Harmonised System through the regulation at EHCA.

The way it works is, in general, through a four-step procedure. This involves the test houses
which do tests; the industries which pay for and contract out the tests; and, usually, Member
States which assesses the results; as well as a scientific committee, in our case in EHCA,
which reviews what the Member States have done. The test methods which the test houses
apply are methods that have also been agreed internationally. This is done in order to reduce
animal testing, but also to ensure that a test done in one region can be accepted somewhere
else. So the test methods applied by the test houses are internationally agreed and there is an
audit system, also internationally agreed, to audit the test houses, which is called Good
Laboratory Practice. So the test houses are audited by Member States in a network under the
umbrella of the OECD.

The Member States’ job, in preparing a classification and labelling proposal, is to assess the
results of the tests financed by industry, with full access to the full study report and also with
knowledge about the auditing of the test houses which performed the testing. They then put a
proposal together in a document, where they compare all the data with the criteria, and they
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send that to the European Chemicals Agency, where our Risk Assessment Committee of
experts assesses or reviews what the Member State competent authority or the evaluating
Member State has written or concluded in their report.

That discussion leads to a unanimous agreement. We then present that in an opinion to the
Commission, which in turn presents that result to a comitology committee. In essence, this
step-wise approach is one which is applied in science very broadly: a scientist does some
work, puts his or her results into a scientific publication that then gets reviewed by peer
scientists in order to be published in a peer-reviewed journal. That is the type of system we
have in a step-wise approach, all the way from the test house up to the committee vote.

In the case of glyphosate, we had quite a number of studies produced by GLP laboratories,
which we had to assess and, in doing that assessment, we have to compare data using the
criteria in the Classification and Labelling Regulation. The Classification and Labelling
Regulation is one which is evidence based so, basically, you look at the data to see if there is
or is not sufficient evidence there to fulfil the criteria. So there is a certain threshold above
which you need to have evidence in order to have a classification.

In the case of glyphosate, there was a lot of information and a lot of data and, indeed, there
was some data which gave an indication of positive results. There was also some data which
gave an indication of negative results. In this complex situation we apply a so-called ‘weight
of evidence’ approach which tries to understand whether the positive results have consistency
in terms of all the data that is there. In the case of glyphosate – in looking through all the data
and looking at the consistency and all the information we had – the Committee for Risk
Assessment concluded, with all the experts there, that they did not feel – or did not see – that
this data, looked at in its totality, was sufficient to fulfil the criteria in the Classification and
Labelling Regulation, and therefore that was our opinion going to the Commission.

This case of glyphosate is one of many. There are about 4 000 substances in Europe that have
been classified in this way over the past 40 years. We in ECHA alone have done almost 300
harmonised classification and labellings over the past 10 years. Of these 300, about 30%
included substances that were identified as carcinogens, so it is possible to have enough
evidence to fulfil the criteria as a carcinogen according to the CLP Regulation.

With that I would like to stop and thank you very much for your attention.

1-006-0000

Paul Nurse, SAM. – Chair, thank you for giving us the opportunity to speak with you this
afternoon. I am a Member of the Scientific Advice Mechanism’s Group of Chief Scientific
Advisors, and next to me is the Chair of that Group, Rolf Heuer, who is the ex-director of
CERN, from Geneva. This Group consists of seven scientists not employed by the
Commission, who give independent scientific advice to the Commissioners, and we are
supported in this (next slide please) by SAPEA, a consortium of European academics across
all of Europe. These are the scientific advisers up there on the screen.

Next slide. We were asked by the Commission to deal with this issue – how to make the
present plant protection products approval system more transparent, more effective, more
efficient – and in producing this opinion we have drawn on evidence from SAPEA expert
groups, other experts and literary sources. This has led to our opinion, I have it here,
published on 4 June. It is a very good read, I recommend it, it is the fifth opinion that we have
delivered.

Next slide. We start with a general recommendation. Society has strong and differing views
about food production; probably these views are reflected in this room here this afternoon.
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They include, what is acceptable risk? What about food security? What about affordability?
How do we protect the ecosystem, the environment? These issues can be in conflict with each
other. This makes this a complex issue to have to deal with. Therefore, we recommend that
the Commission facilitates a broad discussion throughout society within Europe to establish
an EU-wide shared vision for food production, including of course the role of plant protection
products (PPPs).

This will help the Commission to take a more joined-up approach to sustainable, efficient
food production, health, environmental issues, costs and benefits to society. This general
recommendation we rate as being very important. It is not strictly speaking a scientific issue,
but it is one which is needed for us to give the best scientific advice.

Areas for improvement (next slide please). In this opinion we address a number of areas
which we recommend receive attention. There are tensions between the health, environment
and agriculture agendas. There are issues around the terms ‘hazard’ and ‘risk’. We have to
remember that zero risk is impossible to ensure, and also non-use of PPPs also confers risk.
These are complicated issues. The dual system that we have in place is complex. How can
divergent opinions be addressed? How do we keep abreast of new science? How do we tackle
ecosystem effects? All of these we deal with in our opinion.

Next slide please. There are seven recommendations which are more specific and which I will
briefly summarise. The first is: we need greater clarity about our protection goals. We need to
be clearer about the protection goals that we have, given the tensions that I have already
referred to. What do we want the protection goals to be? Do people agree about them? Do
they understand them? We need to set clear criteria and levels for acceptable risk, including
the risk of non-use, and once that is in place, we need to have clearer and better
communication of these complex issues for society and the public as a whole.

Our second recommendation: we need to consider how the operation of the EU PPP system
can be improved. We have some recommendations. PPPs are assessed for risk at the EU level.
In other words, we have a single risk assessment at the EU level. It involves collaboration
between EFSA and competent Member State authorities, a risk that we recommend is
assessed on the whole PPP, including its formulations and not just what is considered to be
the active substance in the PPP, which is an issue at present. Risk management should be
made a single decision, either at Member State or at EU level. At the moment it is complex
because it is shared, and that can lead to uncertainty.

Third recommendation: we need greater systematic post-market vigilance. We need to
improve post-marketing monitoring. This includes epidemiological studies. It includes
investigations of PPP applicators’ health. These are exposed, of course, to higher levels than
the normal population, so provide opportunities to investigate what happens with human
subjects, which is not at present tested in the assessment.

Fourthly, we need to strengthen knowledge and strengthen capacity about PPPs in the
European Union. We have to understand better the changing nature of PPPs. They are not
always simple chemicals anymore – they can be nano- or bio-pesticides. We have to make
sure our processes, our regulations, can accommodate those. We need to think about the
effects of mixtures of PPPs and mixtures of their ingredients, and also aggregate exposures,
also not properly handled at this present time. We need to think about having a centre or
centres of excellence for PPP research so that we have some body of experts that we can refer
to.

Fifthly, pre-market studies. To make this more transparent and open we suggest that pre-
submission meetings are held between the regulators and those who are proposing the PPP to
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improve the quality of subsequent dossiers at an early stage. We suggest it is made mandatory
that pre-registration of such studies is actually made to improve transparency. This I believe
happens more in medicines, for example. Thirdly, we need to reflect on the current criteria for
data confidentiality, because this is damaging the openness, the transparency, of the process if
data is kept confidential.

Sixth, hazards and risks, costs and benefits. We need to recognise that so called ‘hazard-based
approaches’ always include aspects of risk, elements of risk, in their determination. This is
fairly obvious when you look into it. How good are animals at predicting human outcomes?
How many animals do you need for testing? These are risk assessments rather than a simple
black-white hazard assessment. We need to carry out comparative risk assessments to
compare new PPPs with old PPPs so that we do not authorise new ones that are less safe than
the old ones. Comparisons will be useful there. We need to think about cost-benefit
assessments. That may also help with overuse.

Finally, and of course very relevant to the discussion that we have been having, how to deal
with divergent scientific assessments? It is very important that we deal with this, because it is
required to safeguard public trust in science and in science assessments.

Now some of the points I have mentioned will ensure better scientific practice that should
reduce divergent opinions. But in addition, divergency may in certain areas like glyphosate,
for example, be difficult to resolve. We have some suggestions there. We suggest that there
needs to be a strengthening of international cooperation and liaison, within the EU itself, of
course, but also with agencies outside. But if that divergence continues, if society’s discontent
persists, then the Scientific Advisory Group can be called upon by the EC to provide an extra
level of scientific advice on the matter.

We could look at analysis of the scientific processes, robustness of evidence, the assumptions
made in these studies. We could set up an ad hoc panel which would have experts on it, who
may well have conflicts of interest, but because they will be managed by reporting to our
Group, who are unlikely to have such conflicts, those can be dealt with. This provides an
extra level that in extremity – and we do not suggest this should happen very often, because
the processes already operative in the EU are mostly effective as we have heard – but if
something like glyphosate appears again, this provides an extra level that may help in these
politically difficult scientific decisions.

Thank you very much. I shall leave the recommendations there so that you can pay more
attention to them, but if you need to know more I suggest you look in here.

1-007-0000

Christopher J. Portier, private consultant. – Chair, I would like to thank you very much for
inviting me here today to speak with the committee. Today I will discuss two issues:
perceived deficits in the evaluation of the science associated with pesticides and suggestions
to improve the management of the review process.

The management of risks posed by environmental chemicals is a serious task. Extensive
scientific literature exists outlining how to evaluate the epidemiological and toxicological data
on the toxicity of a given compound. At both the National Toxicology Program and the
Agency for Toxic Substances and Disease Registry (ATSDR), that I directed in the United
States, we had guidelines that were developed for this purpose. These guidelines were
developed to ensure that the process being used was transparent and scientifically credible.
These guidelines were always reviewed by independent scientists to be certain we were using
the best approaches.
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Guidelines like these also exist for evaluating pesticides here in Europe. Having read both the
OECD Guidelines and the CLP, I find them to be reasonable, if they are followed correctly,
and they will lead to defensible decisions. There are some areas where these guidelines
require clarification. These are outlined here. In the area of statistical analysis the guidelines
are vague. They should require specific tests to be used for certain types of data. There need
to be explicit rules on when and how to use historical controls. The presence of pre-malignant
lesions should strengthen a positive tumour finding, not exclude it when they are not present.
In none of the evaluations I have seen were the number of lesions in the animals evaluated.
This is also important. There is very limited guidance on the use of epidemiological data and
this needs to be strengthened. Finally, the types of studies being done are rapidly changing
and the guidelines need updating to address how newer scientific evidence will be
incorporated into the review. So I agree with two of the previous speakers on that issue.

Agencies need to write their own reviews and not rely upon reviews written by industry. As I
have pointed out to all of my students over the years, he who writes the first draft sets the tone
of the paper. Allowing industry to write their own reviews is certainly likely to bias the
evaluation in certain cases. A review should include all of the available scientific evidence,
including evidence on formulations, as noted in my answers to the questions sent to me. All
analyses should use the most powerful statistical procedures. Simple tests like Fisher’s exact
test are not the best tools for analysing these types of data. Finally, when there are multiple
tests of the same kind, meta-analyses and/or pooling should be applied to evaluate the overall
trend in the data, especially when there are conflicting findings.

Transparency is very important. Only if the studies are publicly available can others judge the
adequacy of the review. Any lack of transparency builds distrust and is to the detriment of the
Agency’s credibility. Communication of the results of an evaluation is also key and a
concerted effort needs to be made to make these reviews clear and easy to read and
understand. The current reviews are overly complicated. It would be useful to see something
outlining the detailed steps leading to a conclusion, rather than simply saying ‘weight of
evidence’ and giving the conclusion. Finally, it appears to me that Klimisch scores are being
used to down weight non-industry studies for issues that are not very important. I believe
these need to be eliminated.

Let’s talk a little about the management. For renewable pesticide licences, there is generally a
great deal of scientific evidence available for review. You can’t really expect a committee of a
few dozen scientists to have all of the expertise needed to do the review. Crop management
experts should not be reviewing the health literature and making decisions about whether
there is a health risk. The same holds true for epidemiologists providing guidance on spray
drift. To properly review this material requires teams of scientists who work on the literature
they know best: cancer experts on cancer, developmental biology experts on developmental
issues, etc. Having independent outside experts participate in a particular review because of
their expertise should be encouraged and used regularly in these evaluations.

One of the biggest issues in evaluating data is to obtain all of the literature and to summarise
each study. This takes a lot of time, a lot of resources and a lot of effort. There are contract
organisations that can do this task and that are independent of the industry. We use them at
both the National Toxicology Program and the ATSDR regularly and with great success.

It amazes me that, in 2018, the information submitted by industry to the regulatory authorities
does not come electronically in a defined format that would allow the Agency to quickly
reanalyse the data in any way they see fit. I don’t know if this has changed, but I hope it does.
This should be required to avoid any errors that could arise from transcription of the data from
paper to the computer. It would also be useful to obtain certification from the testing
laboratory that the information received by the Agency is indeed the information that the
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laboratory sent to the industry, and that it is also correct and complete in terms of all of the
evidence that they brought together.

Finally, it might be useful to develop an organisation like the US National Toxicology
Program (NTP) in Europe. The NTP resides within the US National Institutes of Health and is
independent from the regulatory process. It was purposely designed this way to provide a
clear demarcation between the science and the management of hazards. The NTP has an
Executive Committee consisting of the Heads of nine US regulatory agencies: EPA, FDA,
Centers for Disease Control. This Committee sets the priorities for the National Toxicology
Program, including what chemicals to study and for what toxicities. What they don’t set is the
way in which those studies are handled. Having an independent agency of this type can
provide the EU regulatory agencies with the ability to rapidly fill data gaps and to get
information on emerging threats.

I have one more point. Finally, anyone participating in the review of a pesticide should be
closely evaluated for financial conflicts of interest.

1-008-0000

Pascal Arimont (PPE). – Chair, I have four questions altogether. The first is addressed to all
the experts. I have listened to Mr Nurse very carefully, and this was what I observed: what he
said really already formed part of the answers that I was hoping to receive from the experts.
His proposals are a step in the right direction. We should take that into account in drafting the
new legislation.

Regulation (EC) No 1107/2009 stipulates that there must not be any harmful effects. Do the
experts who are here today consider that the way in which we have currently defined the
procedures also takes all possible risks into account? I mean: does it still make sense for us to
have two different procedures, one for the substance and the other for the product? Should
one not, on the other hand, also, at the end of the day, measure what people, animals and the
environment are exposed to? In other words: ought not exposure also to be included as a
criterion for measuring whether we are exposed to a hazard? That was my first question.

The second question to Mr Portier: you say that the raw data on the correlation of cancer
cases with exposure to glyphosate has been overlooked. Could you tell us why it was
‘overlooked’?

Then two questions to Mr Url and Mr Hansen: you have just said, Mr Hansen, that, in the case
of glyphosate, researchers have described the findings as inconsistent. Who defines what is
consistent? How compatible is this definition of ‘consistent’ with the precautionary principle?
Ought not a different approach to be adopted if such a case occurs, in accordance with the
precautionary principle? Who was responsible for the definition? That is what I should like to
know.

And one last question, which concerns the issue of the confidentiality rules and access to this
raw data: the European Court of Justice has now delivered several judgments in which it
found against the European Medicines Agency, ruling that, as soon as an authorisation
procedure has been completed, there is no longer any presumption of confidentiality. I am not
the one saying it: the Court of Justice has ruled to that effect. Ought we not to apply precisely
these principles to pesticides and access to this data here too?

1-009-0000

Chair – I would just like to remind you of the speaking rules – otherwise we will not be able
to meet the deadlines: it's one minute per question and two minutes per answer, that was
decided by us all.
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I would like to ask Mr Nurse to answer your question, since he was asked first, and the other
speakers to save their answers for the debate shortly after. I'm sorry, but otherwise we're
going to get waylaid and it will be difficult to get back on track. All the questions are relevant
– that is not the question – but I must ensure that the balance of speaking time is respected. So
let’s hold on to the questions; I would ask the other speakers to give their answers into the
general debate in a moment.

Mr Nurse, the first question was to you, so please, you have two minutes to answer Mr
Arimont’s question.
1-010-0000

Paul Nurse, SAM. – The issue about substance and product we actually deal with in our
report. It is clearly important to consider the final product, which will have both the active
substance and also what are called ‘co-formulants’ which can influence the impact of that
substance, and to separate those assessments did not make much sense for us. It is
complicated because there are many different formulants, so we should not underestimate the
problem: it is an issue to deal with. However, it is something that one needs to look at more
carefully.

In other areas, what I think our report does is to give a direction of travel for future
discussion. We don’t come up with all the answers. I was pleased to hear that it is seen as a
movement in the right direction, but there are details there that do need to be dealt with. One
issue about confidentiality with data – while not particularly addressed at me – is the very
obvious one that we have to keep society and the public with us. We won’t do that if we
impose strict confidentiality on access to data. This does need to be managed in a careful way,
of course, to deal with commercial issues, but it is not a matter we can sweep under the
carpet.

1-011-0000

Bart Staes (Verts/ALE). – First of all, thanks to all those who gave their presentations, and
thanks also for the written answers that they provided us with. EFSA started its presentation
with a slide where it compared the assessment of 54 pesticides in 2017, and in 53% of the
cases there was equivalence IARC-EFSA, so in 47% of cases there was a less or more severe
assessment. We all know about the controversy over glyphosate between IARC, EFSA and
BfR – that is one of the reasons why we have this committee – and I would like to put a
question to Mr Portier.

In your presentation, Mr Portier, you had a set of recommendations: the need to refine certain
things; the Agencies need to write their own reviews; everything has to be publicly available.
Could you elaborate a little bit more on this, and could that be the reason why in 47% of cases
there was a different assessment by EFSA, ECHA, BfR and IARC?

1-012-0000

Christopher J. Portier, private consultant. – I will start with the last question first. Probably
the biggest difference will be when – the year in which – the review takes place. That would
probably be the biggest issue. The International Agency for Research on Cancer (IARC) did it
early and new data came out. The European Food Safety Authority (EFSA) did it later. It can
change a review: there is no doubt about it.

The transparency issue is the most important issue I have seen in working on this problem.
My ability to be able to repeat what EFSA does –which is what science is supposed to be
about – was severely hampered by the limitations put on me in terms of evaluating the
evidence myself. There was a lot of evidence. I can certainly agree that it was a big task that
EFSA put through.
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As for the question about who decides what something is and, when you have disparate
results, what constitutes agreement? How do you deal with that? Science has a way of dealing
with that. Meta-analyses are built for doing that with epidemiological data. Meta-analysis can
be applied to any type of data if you have discrepancies in the data and in the results between
multiple studies. In the case of animal studies, because you have access to the real data, you
can pool it, which is even stronger than doing a meta-analysis. So I think there are ways to
address this that are not being used.

1-013-0000

Simona Bonafè (S&D). – I too should above all like to thank all the rapporteurs who have
spoken today, and I too wish to pursue the topic already raised by Mr Staes.

My question is addressed to Mr Portier. I would like to say something about his written reply,
the part of it that states that, if the IARC were to reassess glyphosate today on the basis of all
available scientific studies, it would probably reclassify it as carcinogenic to humans.

You are the two executive directors whose European Union agencies have done precisely the
opposite of that in the light of the same information. In their replies, they also said that, in
addition to the completeness of the available literature, the IARC is an exception as regards
the risk assessment criteria, in particular when it comes to assessing statistical relevance.

I would like to know how you would respond to these statements which I have briefly
summarised and which have been highlighted repeatedly in our discussions.

1-014-0000

Christopher J. Portier, private consultant. – There are two areas of data that would have to
be changed if IARC did a review again today. The epidemiology has changed because of the
new results from the agricultural health study in the United States. In my opinion, that study is
severely flawed. It gave exactly what you would have expected to see in a study like that,
because of the way they had to estimate the dose that people were exposed to since 37% of
the population didn’t respond. It created a bias in the data set that led to no response and I
think IARC would find that and that would be their conclusion so they wouldn’t change the
human call.

On the animal data, I believe that IARC looked at seven of the 12 studies, but only pieces and
parts of seven of the 12 studies, as reported mostly in regulatory literature. I think that if they
had the time to look carefully at every single one of those animal studies, they would of
course see the full set of 30 – give or take – positive tumour findings that I see in those data
sets. Having done the calculation myself, I know they would do a calculation on whether this
is all due to false positive rates. In statistics you can get these things called false positives and
there is a way to evaluate that.

If you evaluate that, you see that the probability of all of these findings being a false positive
is on the range of one in 100 000. It’s very unusual and so I think they would call the animal
evidence sufficient again, I think they would call the human evidence limited again and I
think they would call this a probable human carcinogen again.

1-015-0000

Anthea McIntyre (ECR). – Chair, I would like to address my question to Sir Paul Nurse.
First, I would also like to welcome the fact that we have here the SAM (Scientific Advice
Mechanism) Chair, Rolf-Dieter Heuer, because he participated in our Parliament’s STOA
(Science and Technology Options Assessment) event in Strasbourg last week and I appreciate
that. I wanted to ask a question about the SAM report, which recommends a tiered approach
to PPP (plant protection product) authorisation, involving a mandatory first-stage limited
rollout.
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Given the lack of new substances and products entering the market, does Sir Paul consider
there is a danger that a further extension of the process and period of approval could act as a
further deterrent to investment, which would not be outweighed by the additional evidence
gathered for consideration?

1-016-0000

Paul Nurse, SAM. – I think our objective was to try and simplify the process, at least in
avoiding different levels that can give rise to conflicting evidence. If that takes more time –
and I do not see why it should – but it comes to the correct answer, then I think that is
something we just have to live with. But I do not think it automatically follows that it should
take longer, especially if we can simplify the processes involved.

1-017-0000

Anthea McIntyre (ECR). – Do you think you can simplify the processes?

1-018-0000

Paul Nurse, SAM. – We have given suggestions as to how that might happen. I think these
would have to be worked through by those whose trade and occupation this is. I hope that we
are not living in an ethereal world with our report, but I personally think, and I think the
Group as a whole thought, that we could simplify, we could get more effective outcomes, and
that can only be good for the management of this issue.

I think it is worth emphasising that this is quite a complicated area. I mean it is not a simple
area to deal with, and if we do need to take more time I think we just have to live with that –
if we keep with us the confidence of the public and of society as a whole, which I think is
critical for this.

1-019-0000

Younous Omarjee (GUE/NGL). Chair, it is fortunate that EFSA is admitting this afternoon
that things need to be improved, after having denied for so long that there were any problems
in the procedure and after having sold us studies discredited by the ‘Monsanto Papers’, but I
accept this token of your good will.

In your written reply, you repeat that the raw data have been reassessed by German and
European experts, but the studies you refer to were, to a large extent, written by Monsanto,
and this is a bias which, in my view, discredits your conclusions.

My question is: you test the toxicity of glyphosate at a given time and in given doses. But
when are the long-term effects of the accumulation of residues in soils, water and countryside
– which end up becoming very toxic for humans and for all living creatures – examined?

1-020-0000

Bernhard Url, Executive Director, EFSA. – First of all, I would like to say that every
process, be it in science or elsewhere, can be improved. I do not think there is any such thing
as a perfect process, so if we say our processes can be improved, I accept that. Yes, of course
they can be improved, but this does not mean they are bad now. We are following the
legislation brought forward by Parliament and the Council, and the European system of
protecting consumers, the environment and animals is a leading example globally of how to
manage and to assess pesticides. That would be my first remark.

Secondly, you mentioned that the European Food Safety Authority (EFSA) assesses studies
written by Monsanto. I would bluntly reject that because it is not consistent with the facts.
According to the Pesticides Regulation, applicants have to commission studies which allow
the regulatory authority to make an assessment on whether the study is safe: does not exert
risks that cannot be accepted. It is the task of industry to commission the studies in certified
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laboratories using test methods that were agreed internationally at OECD level. That is the
legal obligation of industry. They have to do that.

Secondly, industry also has to do a literature review of the last 10 years of literature: that is
also legally prescribed. Then, however, the regulatory authorities come in, at Member State
level first then at European level, similar to a two-step procedure, to assess the evidence
brought forward by the applicant and whether we agree or do not agree. This assessment is
done in an extremely thorough way. We can then discuss cancer findings, as Mr Portier
mentioned, if this is needed, in a two-step procedure to make sure that the outcome fulfils the
requirements of methodological rigour, independence of data and protecting consumers and
the environment.

So with regard to the process, I think that what we have now in Europe is very thorough. We
are not relying on anything that industry brings forward. We do our own assessment in a peer
review process. But still, the process can be improved, yes, there is no contradiction there.

1-021-0000

Younous Omarjee (GUE/NGL). – And in addition: the European Parliament decided to set
this  special committee because we consider that there is a problem and we also have to draw
conclusions from the Monsanto Papers.

The question I asked you is a specific one. You analyse data at a given time and we would
like to know if the long-term effects can, in this context, be taken into account and how this is
done?

1-022-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Thank you for your question. We confirm
that, yes, we have addressed long-term effects. The European Food Safety Authority (EFSA)
assessment did not cover only carcinogenicity: it covered all potential harmful effects for
human health, as well as for the environment. For human health we covered not only the risk
for consumers but also the risk for farmers, for workers in agriculture and for residents in
agricultural areas. We covered both acute and long-term effects, and for the environment too
we are covering acute and long-term effects for a guide for users of glyphosate as a pesticide.

We have obviously reached some conclusions. We have some recommendations, including
regarding the long-term effects, in our conclusions. So I confirm that we have addressed that.
As a consequence, we have set new acute and long-term reference values. Most of the values
that we have set are not the values that were proposed by the companies. Also, to reiterate,
there are 24 different companies and, in a recent written response, we have put a link to a list
of the 1 200 studies that were submitted – 400 are public studies and 800 submitted by the 24
companies – and for every single study you can check by which of the companies it was
submitted. One company is Monsanto, there are many companies there, but all the
information is publicly available and transparent.

1-023-0000

Piernicola Pedicini (EFDD). – Thank you, Chair. So here, for us, one of the issues to be
considered is what model of food production we want to adopt in the European Union in the
long term. In this regard, we believe that the PEST Committee should also put some questions
to itself about the effectiveness of the current model, under which active substances are
approved at European level and then plant protection products are approved at Member-State
level.

However, in fact, the fundamental role is played by scientists – we have heard that here too –
and therefore, as the recommendations of the Scientific Advice Mechanism included one
intended to resolve differences between scientific assessments which led to different
conclusions, I should like to know: what research do you take into account in your analysis,
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with what scientific evidence, and what differences are there between the IARC, the ECA and
EFSA? Do you consider the same research in terms of scientific evidence, in other words, in
addition to meta-analyses, is account also taken of prospective, retrospective and
epidemiological studies? Because, obviously, if the basis is not the same, the conclusions will
be different.

And, moreover, what criterion to you apply in order to resolve conflicts of interest, if there are
any?

1-024-0000

Chair. – I will give the floor to ECHA, which has maybe not yet had the chance to express
itself. Then we’ll take have quick roundtable discussion, since there are different procedural
methods.

1-025-0000

Bjørn Hansen, Executive Director, ECHA. – Thank you very much for that question. If
you’ll indulge me for 30 seconds I will just answer the question from Mr Arimont at the
beginning regarding consistency, and just explain that the regulation which implements the
globally harmonised system sets out the criteria on how to do what we call a ‘weight of
evidence’ approach, which includes elements to consider inconsistency.

The guidance that we have developed further, to implement this, sets this out in more
systematic detail. It is similar to what Mr Portier has referred to in some of the new scientific
developments and is called systematic review and, on top of that, it is exemplified in every
single proposal for classification and labelling and opinion that has gone through the system,
so you can find exactly how it is done for the 285 cases that we have looked at.

So there is a case history of 285 cases, there is a guidance document, there is a regulation. It
has many things similar to the academic concept, which I think has many positive things with
regard to systematic review.

In terms of the data, I would like to clarify that 12 studies were done by test houses in line
with GLP, and six of those studies had scientific papers which partially reported the data from
the full studies in the literature, and that was the basis of IARC’s assessment. The basis of the
classification and labelling proposal that we looked at was the full study report of the
12 studies as summarised by the BfR of Germany, in their report to the Risk Assessment
Committee, who then reviewed the report having full access to the 12 full study reports. So I
fully concur with the fact that IARC did not have full access to the full study reports, whereas
we had all 12, as did EFSA. They only had access to six literature summaries of some of the
data from the full study reports and that is one of the major differences between the two. Now
I do not like predicting what a scientific committee might say in the future, but I do think that
if they looked at this evidence, then at least they would have much more of a similar type of
discussion of the data that we have had in Europe, and if this was to take place, then I can
guarantee you that we as the European Chemicals Agency would very much like to discuss
this with the experts under the IARC system.

1-026-0000

Christopher J. Portier, private consultant. – The whole purpose of the scientific evidence is
to help drive the decision. Having clear definitions for what you mean by scientific
consistency across studies and for how studies should be analysed, and having clear
procedures for how to group studies to get a decision when you have multiple conflicting
studies, is very important. Those guidelines are not part of the existing CLP Regulation or
part of the existing OECD guidelines. They talk about the weight of the evidence, but it’s a
subjective review rather than an objective review, one that uses the data to explain itself rather
than trying to explain one study versus the other, without actually doing a direct comparison
of the quantitative findings.
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I want to say one thing about the SAM (Scientific Advice Mechanism) report. I had a chance
to glance through it, I have not had a chance to read the entire report, but I think there are
some gems in there that are worth looking at. They have some very serious and clear ideas
about areas of improvement that were well thought out.

1-027-0000

Paul Nurse, SAM. – Sorry, could I just add one comment? You will note that we did offer the
SAM process, the Chief Government Science Advisers, in extremis; that is, when an issue
becomes toxic – if you will forgive the pun – as was the case in this instance, it is very
difficult to control a proper debate, and in those circumstances having another group that can
be called in by the Commission, who perhaps have less conflicts of interest, because they are
not deeply implicated in the decision-making, but who know how science operates, who can
put together an ad hoc committee that does have experts, so that we are exposed to the sorts of
people that you are hearing here, may provide a way forward in these politically toxic
situations. I just wanted to emphasise that we only imagine this being used rarely but it
provides another option to avoid the science becoming totally politicised.

1-028-0000

Angélique Delahaye (PPE). – Chair, I have a question for Mr Portier.

In your answer to question 52, you state that conflicts of interest are usually financial. In an
October 2017 article in Le Monde, we learned that you received USD 160 000 from a law
firm representing plaintiffs in a suit against Monsanto in the United States for drafting a full
report on glyphosate.

Without calling into question the legitimacy of this work, the conditions under which it was
done, or even asking you whether or not this represents a conflict of interest, my question is
very simple: did you or did you not accept this sum?

1-029-0000

Christopher J. Portier, private consultant. – Well, obviously I can’t answer that question
without going into more detail. I work as a consultant and consultants get paid to do their
work. At the time of the IARC monograph meeting, I had no conflict of interest, in my
opinion. My only source of income was my retirement and the work I was doing was one day
a week for the Environmental Defense Fund on air pollution and climate change. So I do not
feel I had a financial conflict of interests at that point.

As I answered in the questions sent to me, if you asked me today if I have a financial conflict
of interest with regard to glyphosate, the answer would be yes. I clearly now have a financial
conflict of interest with regard to glyphosate because I have been consulting on that issue.

1-030-0000

Pavel Poc (S&D). – I have two questions, but shall be very brief. One is to Professor Portier,
about a very interesting part of the whole story surrounding glyphosate, when IARC drew up
its – I would say antagonistic – position on glyphosate, and then, very shortly after that, at
meetings on pesticide residues at the UN presented another opinion.

You stated, in answer 47 I think, that IARC is made up of actively-publishing researchers,
while the second group, JMPR, is composed of public servants from regulatory agencies. In
your view, is the level of knowledge and the level of understanding of toxicology among
public servants high enough to assess toxicity studies?

I also have two very simple questions for EFSA, because I am really a bit upset when you say
that everything is perfect and we are there. I have now on my desk 500 pages of research from
the EPRS which says that this is not true, that everything is not perfect, even after all the long
process. Please answer ‘yes’ or ‘no’ to these two simple questions: During the evaluation
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process was soil ecotoxicology assessed for glyphosate? Yes or no? Were antibiotic properties
taken into account when assessing glyphosate? Yes or no? Thank you so much for your
answers.

1-031-0000

Christopher J. Portier, private consultant. – I have the highest regard for scientists who
serve the public in whatever capacity they serve. I know that there are many people who work
in the regulatory agencies who are expert toxicologists, as compared to other academics who
are also expert toxicologists or epidemiologists or elsewise. The point I was trying to make
there is the IARC Committee consists of 17 people who are all experts in cancer. That is what
they are there for, they are there to talk about cancer. The JMPR Committee consists of ... I
don’t know how many people, but the ones I have sat on before were small; 15 people, 20
people. They don’t just cover cancer, they cover everything with 15 or 20 people. So the
ability to cover all of that literature with that many people in one meeting is very difficult.
Add to the fact that at the JMPR meetings they generally look at five to 10 compounds, it is
very difficult to understand how they are able to really get into the evidence and give a solid
result on that.

1-032-0000

Chair. – As for EFSA, please wait a moment before giving your answers. I must give
everyone equal treatment, the same rules must apply to use all. Mr Arimont asked several
questions, he received an answer. Mr Poc also asked a few questions and got an answer. You
will have your answers in the debate a little later, otherwise I will be accused of unfair
treatment. It is therefore Ms McIntyre’s turn to have the floor.
1-033-0000

Anthea McIntyre (ECR). – I would like to address this question to Mr Portier. EFSA,
ECHA, all the EU Member States and their competent authorities, and the Commission have
full access to all industry studies as part of their assessments. Do you not think they should
also have full access to your statistical analysis methods and other studies you are using to
challenge their findings?

1-034-0000

Christopher J. Portier, private consultant. – That is a very good question. First of all, all the
analysis methods I used are from the literature; these are well-known typical ways of
analysing these data, so I would be very surprised if EFSA and ECHA do not have similar
programmes doing exactly the same thing. But if they do not I would be more than happy to
give them access to my programmes. That would not be a problem.

None of the data I used is different to what EFSA used and to what ECHA used. It is
identically the same sets of studies on the carcinogenicity of these compounds – where I could
get them. Some of the studies really were not available to me and all of the analyses that were
done by the study laboratory were not available to me, so I could not criticise or evaluate how
they did that work. The only indication I had of the analyses that were done were things that
were mentioned in the EFSA or ECHA or EPA reports, or any of the other reports. But the
data is identical.

1-035-0000

Younous Omarjee (GUE/NGL). – Chair, I say to Mr Url: I accepted that you were genuine
in your stated aim to improve the system. You told me that, by their nature, things can be
improved, but basically the system is almost perfect. We believe the system to be bad; that is
why we set up this committee, why we have invited you here and why are asking you
questions.

My question is: why there are no studies whatsoever at European level on the effects of the
co-formulants present with glyphosate in Roundup, the most widely used pesticide in the
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world. Many members of the public, as well as farmers, are asking themselves this question
about Roundup.

1-036-0000

Bernhard Url, Executive Director, EFSA. – Yes, thank you very much for this question. The
reason for that is very clear, it is the legal prescription, which Parliament and the Council
have set up in Regulation 1107, that on the European level we assess scientifically the active
ingredients. That is the prescription given to us by the European Parliament – full-stop.

The co-formulants and the ready-to-use plant protection products are assessed at Member
State level. This is the law, as it has to be implemented, so far. However, EFSA also
investigated co-formulants and had a scientific opinion on one of the co-formulants,
tallowamine, indicating that there are risks that have to be taken into consideration by the risk
managers.

We are following a legal system because we are a public organisation, we are integrating and
implementing European law. It's not up to us to decide freely whether we look into something
in this way or in another way: we are a European agency which has to implement the
framework that you have given us.

1-037-0000

Michèle Rivasi (Verts/ALE). – Chair, as the two agencies and also Mr Portier, who has
analysed certain studies, are here, I would like ask them – since I had questioned EFSA
several times about the 74 studies that were confidential – what is confidential in all these
studies concerning ecotoxicology, the study on rats and the study on plants? I don’t
understand why you’re afraid to talk about these studies. Because they were drafted by the
industry, you tell us every time ‘oh they’re covered under trade secrecy rules, etc.’ and we as
MEPs have been obliged to take legal action against you and refer the matter to the European
Court of Justice in order to have access to all this data. Because, if you don’t mind us saying,
we are parliamentarians, we oversee the executive, we oversee the agencies, so if we want to
have these studies appraised by other independent experts, that is our right and that is how we
will get to the bottom of this. I would therefore like EFSA's opinion: what is confidential in
these studies? I would also like the ECHA’s opinion, and Mr Portier’s, and that of the
scientific advisory mechanism, if its representative will oblige us. Frankly, it doesn’t stand up,
these are studies on health and the environment. What is confidential here? We are not asking
for details of the substance, that is the industry’s problem, we are asking for the effects of this
substance on life. Why is this confidential? Or, if this is kept confidential, it means you’re
complicit with the system. If there have been problems with EFSA and with the International
Agency for Research on Cancer, it’s because we do not have access to all the data.
Transparency in raw data is therefore essential.

1-038-0000

Bernhard Url, Executive Director, EFSA. – Thank you very much for this question. To be
very blunt with you, we, as EFSA, would love to publish all the raw data, all the data we
receive with studies that are commissioned by industry. We are scientists and we call science
‘organised scepticism’. So science needs scrutiny, needs challenge and only then can we
move forward with the science. So we would be the first to be happy to publish everything we
get from applicants.

However, there is European law that protects intellectual property rights. There is European
law that protect trade secrets and we, EFSA, cannot allow ourselves to step outside of
European law. It is not possible. If Parliament would like to have these changes, then please,
change the law. The proposal by the Commission, the amendment of the General Food Law,
goes exactly in that direction, that EFSA will have the possibility to publish up front all the
raw data except for a few aspects that still, even under the new law, can be asked to be kept
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confidential by industry, and this is for the protection of investments industry has made in
innovation.

It is not up to me to judge whether this is the right law applied in Europe or not. We have to
implement it and if Parliament thinks that transparency should be balanced higher than
protection of intellectual property – I’m sorry to say that – please do it, change the law. We
would be the first, we would love to do that, but we are not living in a law-free environment
as EFSA.

1-039-0000

Christopher J. Portier, private consultant. – Chair, briefly, I agree with what Mr Url has just
said. There is nothing in this data that should be confidential. I think it should be released.
Having been in the position of Mr Url when I was at the US Centers for Disease Control and
Prevention (CDC) in Atlanta, sometimes the law makes it very difficult for an agency to do
what they think is right, and so, if the case as Mr Url has put it is that the law in Europe is
preventing him from releasing it, then I think it is a bad law and it should be replaced.

1-040-0000

Bjørn Hansen, Executive Director, ECHA. – Under the REACH and Biocides Regulations,
access to the full study report is the mechanism by which you fulfil your information
requirement, and hence it is your green card to market access in Europe. That is why the full
study reports are not published, because that would give market access to anybody who could
download the full study report.

So, indeed, my answer is the same: that, under the European Chemicals Agency (ECHA)
regulations, we implement the REACH and CLP Regulations. We do not systematically
collect the full study reports. We collect summaries electronically. We’ve been doing that
since 1993 in Europe. We publish – and have been doing so since 1996 – on our internet
everything we get, with very small things held back which are also stipulated in the law.

But again, if the law was changed so that the full study reports were also submitted to us and
so that we were obliged to publish them, we would, of course, do so.

If I may, just 30 seconds on an earlier comment concerning experts. Can government experts
have the expertise necessary? I would like to answer that question, in respect of my agency,
with a big yes. Our Risk Assessment Committee does have members nominated from the
Member States but those members are also supported by experts back home. So it’s not only
the 60 or so experts who are on the Risk Assessment Committee, it’s also all the experts who
support them back home. Therefore, there is a network of expertise that we harvest in, and if
there is an area of expertise that is lacking, then under the REACH Regulation we have the
possibility of nominating or identifying an expert who can join the committee for that specific
issue. And, I would add, in the case of glyphosate, we hired a statistician to help us
specifically to do the analysis of the data and apply the type of techniques that Mr Portier has
been applying in his work.

1-041-0000

Michèle Rivasi (Verts/ALE). – I am very disappointed with your answers because you have
not answered my question. I am not talking about trade secrecy, I am not talking about
substance confidentiality, I am talking about ecotoxicological data on the products. What is
confidential in all of this? You are being deliberately opaque in your answer, because if we go
any further... You’ll end up defending yourself in court. All of Europe will be behind you!

Who are you afraid of? Lawyers, is that it? Are you afraid of Monsanto’s and the industry’s
lawyers? What sort of a position is that? If that’s the position you take then this won’t work.
Will we have to go to the European Court of Justice every time? What is confidential in the
studies?

Page 60 of 237



07-06-2018 21

1-042-0000

Chair. – On the ecotoxicological data, as Ms Rivasi said, Mr Hansen.

1-043-0000

Bjørn Hansen, Executive Director, ECHA. – I would like to apologise sincerely for not
answering the question. I did, with all good intention, try to. I will try to do it differently.

We do publish 99.9% of the ecotoxicological information we get. It’s published on our
internet site. The REACH Regulation stipulates very few elements which can be claimed to
be confidential by industry. The only information that can be claimed to be confidential by
industry in relation to an ecotoxicological test is possibly on some of the impurities of the
chemical, and this only has to do with the fact that if you know the complete composition of
impurities you might be able to deduce the production process, and the production process for
a chemical may be the competitive advantage which that manufacturer has. But, under
REACH, the industry must, in any other case, submit a confidentiality claim which we assess,
and there are very few confidentiality claims submitted under REACH. So, 99.9% of all our
ecotoxicological information is on our website within a number of months of us receiving it.

1-044-0000

Michèle Rivasi (Verts/ALE). – Then could you explain why?... Chair, this is important as
it’s a question-and-answer session.

1-045-0000

Chair. – No, Ms Rivasi, we can’t make any exceptions, I'm sorry. No. Hold on to your
remark, we'll come back to it. The round isn't over. We’ll come back to it in the debate. I’m
sorry, Mr Arimont went over this. These rules have been set; if you give me a different
mandate next time and I will apply a  different mandate. I think what need to be done is to
write documents setting out procedures and then study the answers – we will come back to
this, I agree with you, in greater detail – but, yes, we need to write a report to improve the
procedure. You asked a question, and answers were given.

I can see that there is a subject on which we can make very clear proposals – we have the data
– to improve the troublesome issue of access to the data, but we will go into it further. Stay
with us for a few more moments as the floor will be opened to all Members of our committee
for the debate. I’m sorry but we’ve almost finished the round with rapporteurs and
coordinators, and then of course we will address these questions – I trust you will hold on to
them. Save some energy for the third part of the debate, with all Members.

1-046-0000

Mireille D’Ornano (EFDD). – Finally! I have two brief questions for Mr Portier.

Mr Portier, in respect of the active substance glyphosate, the BFR, in its report, rejected most
of the independent studies showing that this subject exhibited a reprotoxic carcinogenic or
genotoxic effect, on the grounds that they were of low quality.

I asked the FRB what criteria had led them to make this decision, but all they me was an
evasive answer that referred to methodology. In any case, EFSA and ECHA also appear to
have rejected several studies pointing to an increase in the incidence of certain types of cancer
in animals on the grounds of insufficient evidence.

First question: In your opinion, should we worried that the industry has provided scientific
literature concluding that there is no risk or should we rather deplore the fact that EU
European agencies have opted to rule out independent studies indicating that glyphosate has a
reprotoxic carcinogenic or genotoxic effect?

My second question is more personal in nature. Mr Portier, on 11 October 2017, a hearing on
glyphosate was held at the European Parliament. Monsanto declined the invitation but, a few
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days later, the French newspaper Le Monde stated that the manufacturer had participated in a
smear campaign targeting you personally in order to discredit your positions on glyphosate. If
all this is true, why did they attack your reputation rather than exchange scientific arguments?

1-047-0000

Christopher J. Portier, private consultant. – Two very good questions. I didn’t look at the
reproductive toxicology data in any great detail, so I don’t feel I am competent to answer that
question.

On the studies on carcogenicity in animals, specifically those studies, I actually agree with
EFSA on which studies should be included and which study should be excluded. The reasons
for exclusion differ from study to study. One study was very poorly reported: you had a very
difficult time even understanding what chemical was being used in the study. Another study
had very small sample groups: 10 animals per group. It’s very difficult to come to a strong
conclusion with only 10 animals per group. So, I actually agree with them in that case.

As for the question of besmirching my reputation, in my opinion, and from my own personal
belief in the importance of science in making these decisions, I would not be doing myself
justice by not staying in this debate. I firmly believe that, with some minor changes, this
system could be much, much improved, and so I intend to pursue that theme as I move
forward, regardless of what happens with my reputation.

1-048-0000

Chair. – Before beginning the third phase – I am well aware that the method we’re using is
very frustrating for Members, I am sorry, but we have not found a better one for the moment
and I have a thankless task, I agree, but I do it as best I can – and before addressing and new
or pending – I am thinking of Ms Rivasi here – questions, I would very much like us to get an
answer to Mr Arimont’s two questions, and I would like EFSA to answer the very important
questions from Mr Poc, who has now left us, so as to ensure answers from two sides.

Mr Arimont can you recall your two questions that were addressed to other people or did you
write them down?

1-049-0000

Pascal Arimont (PPE). – Chair, I think most of my questions have been answered.

There remains the issue of confidentiality, which our colleague has also raised: to what extent
the same criteria can be applied there as now at the European Medicines Agency, which
means that, after publication, all data must be made available. As for whether that is being
done now or not, I think that Mr Hansen has already replied, telling us that 99.9% percent of
data is published. I do not know whether the situation is similar at EFSA, but I would be
interested to know. My question about consistency has been answered; my question as to
whether the two procedures should be unified has not been answered.

Regarding the question of exposure, one point on which I would perhaps still like to receive
an answer is to what extent, if people, animals or the environment are exposed to pesticides,
this criterion can be included in the risk assessment. So it would not only be stipulated how a
product or substance is to be authorised, but also what the overall consequences would be,
and how heavily one can be affected by pesticides as a whole, or exposed to them: whether
that could also be a criterion that had to be taken into account.

1-051-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Regarding confidentiality and the raw data,
I want just to reiterate that extraction of raw data was for the ecotoxicological studies that
were provided and are available to everybody.

Page 62 of 237



07-06-2018 23

Regarding exposure, obviously exposure is an essential part of risk assessment. The risk
assessment is to compare the level of exposure with the specific toxicity, or the hazard, that
we have identified, both for humans and for the environment.

In our conclusion, we cover every single use, because obviously where there are several uses
you need to have different exposure assessments, and we assess exposure for every single use
– for the farmer who will apply the product; for the workers who may enter the field after the
application; for a citizen who may walk around when the farmer is applying the pesticide,
glyphosate or whatever; for residents in agricultural areas; and also for consumers,
considering all the uses that have been authorised in the EU, including uses for import of food
treated outside the EU, according to the legislation.

For the environment, we also cover exposure assessment for all the relevant organisms: for
mammals, for birds, for aquatic organisms including fish, invertebrates and algae. We cover
bees and we also cover other pollinators and other arthropods that are in the field. We cover
organisms found in the soil, as well micro-organisms in the soil. We cover plants, terrestrial
plants, and also possible micro-organisms in plants that may receive some of the residues.
This applies for every single use that is in the application.

We have exposure risk scenarios for all the products. We apply the exposure risk scenarios
and then, for example for soil, we identify the level expected in soil for several applications in
different years and we compare these with the toxicity that we have in the toxicity assessment
for soil organisms, and we consider that, for the soil, the level of exposure expected will not
produce effects because it’s below those that are considered safe for the soil organisms.

We have faced some on the issues for aquatic organisms, and we have some
recommendations also in relation to birds and mammals.

1-052-0000

Christopher J. Portier, private consultant. – Very briefly, I think the SAM report’s
suggestion of more post-marketing surveillance is a good one, not just on human populations,
but you could easily go in the field and start looking at ecotoxicological risks and microbial
risks, and all of that could be followed up. In humans: in the United States, we have a national
biomonitoring study where every two years we look at roughly 350 chemicals in humans
within the United States, a representative sample. I’m hoping – I used to be in charge of this –
I’m hoping that they’re now doing glyphosate in the next two-year cycle to see what it looks
like in the United States. But I think that pesticides that are high-use, even if they’re
somewhat safe or assumed to be safe, should be looked at in terms of that type of exercise.

1-053-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – They are also monitoring data in the EU.
There are also projects that we are now discussing specifically. Among the Commission’s
many activities, there is a large Human Biomonitoring programme in the EU. Obviously one
of the possibilities is to use pesticides like glyphosate. And in all assessments – particularly
for glyphosate, but also for all the other pesticides that have already been used, i.e. in the re-
approval process – monitoring data is obviously one of the essential elements.

For consumers, we have, in fact, the largest post-marketing pesticide residues monitoring
programme in the world, much greater than the assessments made by the USA. For the
environment, currently the monitoring is only Member State by Member State, and obviously
we would like to see the same kind of coordination considered for the environment
monitoring programme that we have for residues in food.

1-054-0000

Chair. We are not here to decide who is strongest but to improve the systems overall. This is
important.
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Concerning Mr Poc's question, do you think you’ve helped answer his question – he had
asked two specific questions, one on the soil in particular – or would you like to go on to
ensure that these questions do not remain unanswered?

1-055-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Yes, regarding the effects on soil
organisms, yes, I confirm that part of the conclusion on this issue – because our conclusion
and all the background documents are publicly available, and one specific chapter is for soil
organisms. Obviously, we detected some toxicity in some of the organisms, and that was
compared with the level of exposure for the soil, which we also have in the same conclusions.
One of the assessments related to antimicrobial effects but we identified that the toxicity was
not a trigger for that, so we didn’t have a specific assessment because, obviously, in risk
assessment we compare first the kind of effect that is triggered at the lower concentration, or
at the lower dose, and we do this comparison. All the other effects occur only at higher
concentrations and they are covered by the risk assessment.

1-056-0000

Chair. – Ms Rivasi will go first. This list I have for the moment is Ms Rivasi, Mr Waitz,
Ms Heubuch, Ms Ayuso and then Mr Omarjee. Ms Rivasi can finish her round of questions
and then Mr Waitz will have the floor.

1-057-0000

Michèle Rivasi (Verts/ALE). – I will finish my round and ask my question in a different
way.

I have received ECHA's reply that it can publish 99.9% of ecotoxicological data because the
REACH directive or regulation enables it to do so.

So I ask EFSA: how do ecotoxicological studies on pesticides differ from ecotoxicological
data under REACH, which means that you cannot publish them? Can you explain this? In one
case, data is published and in the other, it is not. Could you tell me why?

1-058-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Thank you again for the question. I think
the difference is that, as ECHA has explained, according to REACH, ECHA received the
summaries of these studies, so they are able to publish everything because of the summaries.
We also publish the summaries of every single study that we have, but ECHA can confirm
that according to the REACH Regulation, the dossier does not necessarily contain the full
study report.

Our dossier for pesticides must contain the full study report, in all the cases. The limitation is
not confidentiality, the limitation is because the other study obviously had a cost and its
economic value that can be used by competitors outside. That is why, when we received your
requests, what we did was extract all the raw data; we provided all the raw data, we provided,
I think it was, more than 90% of all the pages, we just took the decision that in order to avoid
the conflict of the possibility for other competitors to use the data we need to have some kind
of limitation and that was explained in the assessment.

During the visit we just printed some of the documents and full documents without
confidentiality issues were available to the MEPs, because obviously not having access to the
data is not an issue that Parliament has had.

The problem is that, according to the legislation, once we have a PAD request, if another
person that may be a competitor requests access to this study, we need to provide this
information. We are receiving a lot of requests from competitors for access to documents in
the dossier for other companies, so we need to be consistent in our assessment and that was
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the reason to justify that we provided all the raw data, we provided all the aggregated data and
we just decided not to provide some small elements in the methodology that are in fact
published in the summaries that have been available since 2015.

1-059-0000

Chair. – In any case, we know that this is a sector that will keep us busy for a long time on
the issue of transparency.

1-060-0000

Bernhard Url, Executive Director, EFSA. – Coming back to Ms Rivasi, I think what Jose
tried to explain is that, for each individual study, we provide a summary of the study that is
extensive enough for purposes of scientific scrutiny. This is exactly the information that the
International Agency for Research on Cancer (IARC) used – published by the United States
Environmental Protection Agency (US EPA) and by the Joint FAO/WHO Meeting on
Pesticides (JMPR) – to do an assessment and reassessment and, indeed, to contradict the US
EPA and JMPR in respect of US EPA’s earlier assessment. So these summaries are not three
lines: they are many pages, with the granularity of a scientific publication.

My first argument, therefore, is that science can be scrutinised via the summaries published
since 2015 on EFSA’s website.

My second is in response to the question: why don’t we just publish all that stuff like a
European Chemicals Agency (ECHA) toxicology study? The reason is, as Jose outlined, that
industry claims business confidentiality not because the data is confidential but because it
should not be able to be misused by competitors – and now we can ask whether this is a valid
argument. Is this valid enough? But that is more a legal question: it is a societal decision to be
taken by the European Parliament as to which of two values of the law is higher.
You could say that public health should always be higher. Yes, but then you would have to
implement, please, a law to that effect. We have to balance these two public goods – to
protect intellectual property and to protect public health – and there we are in a very difficult
situation. We have to take case-by-case decisions by lawyers, and we hope that with the new
updated Regulation 1107, we will be in a much more comfortable position to advocate more
transparency. Still, however, there will be some aspects of a study that can be claimed to be
confidential. That’s the reason why we cannot just put it on the market.
1-061-0000

Chair. If I may, Mr Url, in light of the opinion of the European Court of Justice following the
banning of three neonicotinoids as well as its annex which states that in the future such
opinions will have to be linked to socio-economic considerations aspect, you will understand
that, in our work, we cannot fail to wonder about the balance between human health and
economic and legal matters. These are issues that I find very relevant and that we will
examine in order to take a clear and well-considered position in our report to help  Parliament
take a stance on this in a democratic manner.

I take your point, but the fact remains that they are not minor issues because we need to make
political choices. Whether or not the current rules are changed or amended, we are indeed
dealing with these substantive issues we are referring to here. I think we need to collectively
understand what is meant by these issues, on which we need information to help us take
decisions. That is one of the questions. Mr Portier, do you wish to comment on this subject?

1-062-0000

Christopher J. Portier, private consultant. – Very briefly, I would argue that the reviews
that have been available from EFSA since 2015 did not give sufficient information to be able
to evaluate the toxicity. They only present certain findings that they think are positive, so I
cannot look at the things they think are negative and see if I believe they are positive. I found
things in the raw data that they had not seen or mentioned, so I think there is some limitation
there.
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I do not understand why the materials and methods section of an animal cancer study, except
for the chemical description in great detail, is at all confidential. It makes no sense to me.
EFSA puts it in their report so why shouldn’t it be made publicly available? I do not
understand that.

The evaluations, the actual discussion about what the laboratory saw in their own study, is
excluded. I do not understand why that would be excluded, it seems to me there should not be
any confidentiality issues on that. When I ran the NTP, every single study we did we would
let the raw data go out, to the point of putting the slides from the pathology online so other
pathologists could look at the same slides. This is perfectly doable and I just do not
understand why it is such a hard thing. It is not just Europe, mind you, it is so in the United
States and everywhere else.

1-063-0000

Bernhard Url, Executive Director, EFSA. – Mr Portier, I do not think we can compare a
publicly-financed study in the NTP programme with a one million investment by a company.
It is not about confidentiality because, I guess, they fear having this data published. The thing
is that the economic value of this investment seems to need to be protected and that is not the
case with the NTP because it is publicly financed, and that is a huge difference.

So I think when we use the term confidentiality here, there is nothing, I think, about secrecy –
it is about the an economic value of an investment. This is not a scientific decision, that is a
policy decision on whether this should be protected or not.

1-064-0000

Michèle Rivasi (Verts/ALE). – So then, you, EFSA, are protecting the industry? I can’t
believe my ears. I can't let EFSA get away with saying things like that.

1-065-0000

Chair. – Ms Rivasi, we are in a democratic debate with guests who are here to answer your
questions. They will be recorded then it will be up to us to take note of the comments and see
how we can improve the process.  I'm sorry, but that is your opinion.

1-066-0000

Bjørn Hansen, Executive Director, ECHA. – I would like to explain the situation in REACH,
which is identical in this case. In REACH, in the REACH legislation, there is a legal article
which requires companies to share data. It is called ‘one substance, one registration’. All
companies that manufacture or import the same substance into Europe must register together
and share the costs of the data. That is a legal requirement which we have a number of tasks
to implement.

The mechanism within which the tests’ costs are shared is via what is called the ‘full study
report’. It is the ownership of the full study report which enables those who have spent the
EUR one million to require all other people who will use this data to fulfil their information
requirements, and thereby have market access to Europe, to share the costs. If we published
the full study report, we in ECHA would be undermining what the intent of the legislator was
– to ensure that those who pay for the study are compensated by those who do not pay for the
study but have equal market access.

That is the underlying principle. In REACH, since we are dealing with 30 000 substances, we
have a system where we do not automatically get this full study report from every company.
We have access to it if we need it. So all the information we get is what is called – and this is
a technical term defined at the OECD level – a ‘robust study summary’ – and this is a
summary of the data which enables an independent peer review of the results. We publish
99.9% of that data, so anybody can go in and make a scientific peer review of the data that
industry has submitted, but they cannot undermine the market access and the ‘one substance,
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one registration’ requirement in REACH, which basically is there so that those companies
which do test actively their substances to be sure that they can protect their workers and their
citizens and the environment are compensated by all those companies that did not test.

So there is an economic mechanism, which in REACH is hard-coded in legal requirements,
which prevents us from publishing the data. But like my colleagues in the European Food
Safety Agency, we too would think that publishing this data is something we can do from an
IT perspective if the Regulator decides we should do that. We have all the systems in place to
enable us to do that even today.

1-067-0000

Thomas Waitz (Verts/ALE). – Chair, my question concerns a statement made by Mr Url to
the committee. You have told the committee that there is little point in publishing raw data
because if a study has been properly falsified, that fact cannot be established from looking at
the raw data. I really wanted to ask you how one falsifies a study properly, but you would not
answer that. So my question is this: have you ever discovered such fraud, and would it help
matters if one were to commission one’s own studies in order to detect such fraud, or might it
be part of the solution, and perhaps also a favourable part of the solution, if the assessment
took greater account of academic non-GLP standard studies?

1-068-0000

Bernhard Url, Executive Director, EFSA. – I think the publication of raw data, besides
following the principle of transparency, would have another advantage in that other scientists,
academic scientists, could use this raw data and probably find patterns that the regulator has
not seen, because the regulator is not perfect. The regulator in this case is our European
agencies – with highly qualified staff supported by highly qualified Member State experts –
but still the academic community is much bigger. That is why, in the case of pharmaceuticals,
with clinical trials, the US Food and Drug Administration (FDA) has gone that way, and the
European Medicines Agency is going that way, to make data available to academics in a
staged way, so that they can play with, combine and pool the data, and maybe detect
something that is useful for the regulator.

This is why I think it is very useful to publish as much of this data as possible in a machine-
readable format so that other people can use it.

With regard to GLP (Good Laboratory Practice) certification, we are not saying that GLP
certification is a label for quality. You can find high-quality GLP studies, you can find low-
quality GLP studies, you can find high-quality non-GLP studies and the other way round. So
GLP is a label that secures certain things, like availability of the raw data in a certain format,
and helps to standardise how test facilities do testing and report testing. GLP helps but it is
not a label for quality, and this is why we look at both GLP and non-GLP evidence – and we
are obliged to do that on industry-commissioned regulatory studies and on the scientific
literature.

If you look into EFSA’s conclusion on glyphosate you will find a hint that the regulators, the
risk managers, should look specifically at the genotoxicity of plant protection products,
because this was found in the public literature. This hint came from assessing the public
literature, not the GLP studies of industry. So both are used and both are useful.

1-069-0000

Thomas Waitz (Verts/ALE). – Did you ever detect such fraud? That was one of my
questions.

1-070-0000

Bernhard Url, Executive Director, EFSA. – No.
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1-071-0000

Maria Heubuch (Verts/ALE). – Thank you very much. My question is likewise addressed to
you, Mr Url. An article was recently published in the scientific periodical Epidemiology &
Community Health which described five weaknesses that marred the work of EFSA when it
comes to assessing how carcinogenic glyphosate is. The authors criticised you, among other
things, for having misapplied OECD Guideline 116 on statistical evaluation. Now you write
in your reply – I believe that it was in answer to Question 17 – that it was merely a matter of,
and I quote, ‘the personal views and interpretations of the authors.’ That was supposed to be
the explanation.

Now it occurs to me to ask, Mr Url: how can one interpret an OECD guideline as a personal
point of view? I consider that to be rather dubious.

1-072-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – If you don’t mind, I will answer the
question. The OECD guidance is very clear. There are two options in the possibilities for
pairwise comparison of trends, and they do not recommend one or the other. The authors of
this particular publication are the ones that feel that one-tailed tests should be done, but if you
go to the OECD guidance that is not what the OECD guidance said.

Also, one clear message from the OECD guidance is that the statistical method should be part
of the test design, meaning that it should be defined before you have the data and this should
be applied later on. Obviously, the authors of that particular paper did a re-analysis of the
assessment that had been done. Also in the paper they have some specific elements that they
quote by themselves, that are the personal views of the authors of the paper and that are not
recommended in any of the OECD guidance, such as on tail-to-tail. They clearly mention in
that particular paper that in their personal views it should be one-tail, but there is nothing in
the OECD guidance.

So that’s why I think that the response is fully correct, if you read the paper. Also there is
basically nothing new there. There are similar claims by, in some cases, one of the authors of
the publication that we, along with the ECHA, have extensively addressed in previous
statements that are publicly available.

1-073-0000

Pilar Ayuso (PPE). – I would like to thank the guest speakers for the information they have
provided. I am fully convinced of the independence, scientific rigour and high standards of
the work done by our agencies. I know EFSA the best as I have been that agency’s contact
person for several years, but I am sure the others are equally trustworthy, as far as I can tell.
And no, I am not going to talk about glyphosate.

We can improve transparency, and much more besides. The agencies follow the rules that we
have laid down for them, and if we want to change these we can do that here, and we must try
and do so from here. We can improve transparency, and we can improve other things besides,
and I would just ask – since I don’t want to talk about glyphosate – whether we couldn’t
simplify the procedures which applicants have to go through. I am referring here mainly to
small and medium-sized enterprises. Because most of the applicants are not multinationals
with enormous resources with which to present applications.

I am often asked about that in my capacity as a Member of the Committee on the
Environment, and quite frankly I do not know how to reply. Why do we not standardise all
the applicable rules? For example, the EMA has hearings, meets with applicants even before
they submit an application and charges fees. The EFSA does not meet with applicants or
charge fees. I am not sure exactly what the ECHA does, but its director has just said that it has
to share data costs and Mr Portier said that the agencies have to draft their own reports.
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Frankly, I do not know which approach is best, but I would like to mention a specific case
involving the ECHA that is just one of the many I have been told about. If a company wants
to register a pesticide it has to perform tests on vertebrates. It must request the test reports
from another company which has already performed tests on vertebrates, and that company
must oblige. They are free to make their own arrangements.

The means, of course, that it is requesting the test reports from a competitor which – only
naturally, and I would do the same – will make things as difficult as possible for it. There is
an appeals committee, there is the Court of Justice, but that could take years and years. And
for a small company, that is a major upheaval. I would like to know what you think about all
that, and especially about standardising procedures and all the agencies following the same
basic system so that applicants can access the system.

1-074-0000

Chair. – Indeed, before giving you the floor, it is a real question because we are in the midst
of a paradox in this situation. It is clear – and these are also aspects that we will have to
include in our work – that even if we are talking about the issue of biocontrol, for example,
which is an emerging approach in respect of insects in particular, small business currently
have difficulty accessing - even if excellent work is being done - the whole procedure, which
is very cumbersome, These are interesting points and I thank Ms Ayuso for the question.
EFSA could perhaps begin here. The paradox is that, if the standards being set are so
demanding, only multinationals will have the means to access the procedure. And here, it’s
true, we cannot fail to wonder how the procedures will develop in future.

1-075-0000

Bernhard Url, Executive Director, EFSA. – You have brought up a delicate issue, which I
think lies outside science. It’s more a political question of how to support SMEs compared to
multinational companies. I think Ms Ayuso has a point, in a way, that the regulatory
requirements have become so complex because we want to protect humans and the
environment better and better in a more holistic view, that it can be really difficult for SMEs
to follow the rules, the guidelines for putting together a dossier. We hear from industry again
and again the wish that we, like the EMA, should have pre-submission meetings. The
difference between EMA and EFSA in this regard is at least twofold.

One thing is that we have different legislation. The EMA has it in their legislation that they
should provide pre-submission scientific advice to pharmaceutical companies. We don’t have
that.

The second difference is resources. The EMA has a budget of about EUR 350 million per
year; we have a budget of EUR 80 million per year. So we just cannot afford to give this pre-
submission advice without asking for money. It’s not possible for us.

Thirdly, also important, we have to be very careful that there would not be the perception that
EFSA would lose its independence. If we do pre-submission meetings we have to find ways
to ensure that this should be as transparent and as public as possible, so that this would not be
the perception that EFSA were being lobbied by industry for a certain outcome of a
procedure.

So putting these three things together – the legal basis, the money and the independence – we
will now try to find, together with the European Commission, following its new proposal, in
Parliament and the Council, ways to improve our service for small and medium-sized
enterprises. I think, Ms Ayuso, that is a very important point.
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1-076-0000

Younous Omarjee (GUE/NGL). – The tranquillity of our debates and your answers is in
stark contrast with the public's concern about this glyphosate scandal and we must, here in
this committee, recall that the European people has have a question: will exposure to this
product cause cancer?

The second thing – and I’m not blaming you personally: your answers show that EU
legislation has installed a culture of secrecy. We will have to draw the consequences from this
in the policy recommendations we’re duty-bound to make. But it’s true that EU legislation
leads to secrecy, just as legislation and practices within the European institutions tend towards
opacity and collusion with industrial lobbies.

The third thing: sometimes we are right to question the conclusions of the EFSA reports, as
the recent the chlordecone scandal in France has shown. I have the EFSA reports from 2015,
2014 and 2013 – I won't quote them all – stating that the incidence of illness is very low. The
incidence is apparently very low, while 92% of people in Martinique and Guadeloupes have
been exposed to chlordecone and there are extremely high cancer rates in the West Indies
today. This is undoubtedly one of the most serious health scandals in France today, you can
deny this, but that is what the Mediapart website has revealed today. EFSA has been
questioned on this subject, and I know that chlordecone has been used by France without
authorisation from the European Union.

Therefore, as elected representatives responsible for health and safety – these being public
health issues – we are right to ask these questions and then take the appropriate political
action. It is up to us to take responsibility in the end.

1-077-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Thank you for your question. I am going to
start with the first part, on glyphosate. In the assessment by EFSA it is not carcinogenicity, it
is the assessment of all the health effects. As you can read in the EFSA conclusion, what is
triggered in the toxicity of glyphosate for humans is not carcinogenicity, or effects on
reproduction that are not sufficient to classify as reproductive, but rather the ones that we
have used to set the toxicological reference values, and also we have done the comparison of
the exposure. We have recently published the comparison of the exposure – considering all
the uses that have been authorised in the EU, including the import of food from outside the
EU – and the result is that the level of exposure of citizens in this worst case estimation is,
yes, 10% of the toxicological reference value.

So we have a factor of 10 in addition to the standard factor of 100 between the levels we
considered safe for toxicological reference values and the estimated exposure. We have also
done the assessment with real monitoring data, and the level of exposure is 10 times less, just
1% of the acceptable daily intake (ADI). So that is the message that we want to give to
European citizens regarding glyphosate.

Regarding the other substance, chlordecone, the assessment by EFSA is done on the uses that
are included in the assessment of the active substances. After that, according to the
legislation, every Member State is responsible for assessment of the products and assessment
of the levels that are there. I’m very sorry I do not have all the details here. I will be happy to
have a discussion with you and to offer clarification later on all the elements, but EFSA’s
assessment of the active substance and of representative uses of it should be put in context
with the assessment by the Member States, which are responsible for the authorisation of the
products and for the authorisation and assessment of all their uses in the different areas.

So I need to check first whether the use you are referring to was part of the EFSA conclusion
or not because, obviously, if it is not part of the EFSA conclusion we have no responsibility.
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Also, to clarify: we do not even receive the dossier for the products, so we cannot do anything
on our own behalf because, although we have the data for the active substance, we don’t have
the dossier for the products.

1-078-0000

Chair. – Thank you for the reply, which shows how incongruous two-level assessment is, one
of the aspects that we will have to discuss collectively. It’s a genuine issue. Excuse me.
1-079-0000

Maria Noichl (S&D). – Chair, this morning in the ENVI Committee, a study was presented
to us concerning the implementation of Regulation (EC) No 1107/2009. The presentation of
the study was very interesting. It was quite openly stated that Member States have very
different capacities in terms of expertise, staffing and the very possibility of producing quality
work at national level.

I have two precise questions. The first is this: So far, businesses have more or less been
permitted to choose for themselves which Member State should perform the risk assessment.
A specific question for EFSA: if this system is otherwise to be retained (it is open to question,
of course, whether the system is not to be thoroughly overhauled), would it not make sense
for businesses no longer to have the right but instead for EFSA to ascertain which Member
State has the capacity and which country is even in a position to conduct these tests?

The second question: if the study already makes it clear now – and I was certainly very
shocked by this – that the quality varies considerably, has EFSA ever noticed that the quality
in the various Member States differs quite radically? This may have implications for health,
the environment, indeed, the studies themselves. I would be interested to know whether you
observe any differences in this respect. My purpose here is not to identify particular countries
or blacken their reputations: none need be named, but I am simply concerned to know
whether these differences exist.

Another very specific question: Apparently, according to the European Parliament’s studies,
the authorities in the Member States all have a very high workload, poor equipment and so on
and so forth. We therefore urgently need to improve this system if, as stated, the existing
system is to be kept. Is any consideration being given to extending the zonal system and thus
making use of smaller entities, with a greater division of labour, in order to ensure intensive
exchanges and so reduce the workload of national authorities? I am simply asking whether
these zonal systems might be changed.

1-080-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Regarding the capacity of the Member
States, the only information that we have in EFSA is regarding the assessment of the active
substances. I would like to clarify that the Member States do not carry out the study. The
studies are submitted by the applicants. Regarding the capacity to assess the dossiers that are
submitted by the applicants, what we have for the active substances is the peer review process
by EFSA. It is clear that, in all the cases where improvements on the assessment conducted by
the rapporteur Member State have been requested, these are to ensure harmonisation between
the Member States, so in the end it is not relevant which Member State is the rapporteur
because we have the EFSA process with all the Member States involved.

As we are very transparent, you can see all the EFSA conclusions as a background document.
We publish the final assessment following the modifications and improvements. It is clear
that in some cases – not necessarily by Member State, but in some cases – more
improvements during the peer review are needed than in others. So, with regard to the active
substances, the system, the harmonisation and the quality is ensured because EFSA is
involved. We are not involved with the products so I cannot answer on that. We do not have
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information in EFSA about the capacities or the resources in the Member States, as that is not
part of our assessment.

I think it is important to mention again that, for the active substances, the possible differences
in quality are resolved through the EFSA process with a peer review involving all the other
Member States, which they agree that we handle and coordinate.

EFSA’s capacity, as Bernhard has mentioned, is obviously limited by the resources that are
available. We now have 50 scientists in EFSA working on pesticides. They are responsible for
that area, and we are coordinated to network with Member States which, in total, will have
been 800 and 1 000 different experts covering all the areas. So, going back to Mr Portier’s
question, the EFSA assessment in one year covers experts in all Member States – close to
1 000 of them, plus EFSA. So we feel that, while there are obviously things to be improved,
the capacity to address all the relevant elements for health and the environment is covered by
a relatively large network of experts in EFSA Member States. We obviously welcome any
increase.

1-081-0000

Maria Noichl (S&D). – Chair, I put three questions, but received only one answer. I had two
further questions: One was whether in future businesses will have any right at all to choose
the Member State for themselves or whether it might not be right to assign the Member State,
which could for example be done by EFSA. You have not answered that question, nor have
you said anything about the expansion of the zonal system or – rather – about smaller units.
Three questions, three answers.

1-082-0000

Bernhard Url, Executive Director, EFSA. – I will try to support Jose in answering the second
question. It is not up to us to decide. Whether the applicants should have the possibility to go
for a certain Member State or not is really a political discussion. The re-authorisation is done
by the Commission so you cannot select the Member State you want to apply for. For first
authorisations the applicant has the right to choose. This could be changed. It is not up to us to
decide. We would be neutral on that.

It really depends on the capacities of the Member States. I think that even if the Commission
were to decide, they would have to take into account the availability of expertise. As Jose
outlined, in our view it is not that important who the rapporteur Member State is as we have a
European level where we amend, improve, question and scrutinise the first assessment at a
European level in the peer review process so that the final outcome is always of the same
quality. So in this respect it might not make a huge difference whether EFSA, the
Commission or the applicants decide.

With regard to the zones – and I think that is also a political question – what we propose, also
regarding the REFIT exercises, is to rethink the authorisation process so that maybe we could
have a Europe-wide guided and organised process, not in the three zones but for the whole of
Europe, but still leave it to the Member States for their agronomic conditions to take
decisions, but on the basis of a harmonised database that contains all the evidence for all
Member States for all zones. That would be our proposal rather than going for smaller zones,
but it is not up to us. That is for the Commission and the legislators to decide.

1-083-0000

Paul Nurse, SAM. – We also heard evidence from experts that have expressed concern that
not all Member States have the capacity to be able to carry out these sorts of tests and
examinations. I think we would also support what you have just heard, that it makes some
sense to have a European Union-wide discussion. It would also make sense to have much
better data-sharing so that we can make better decisions. I think our feeling was that it would
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make a difference if the applicant could not make the choice as to where it was, mainly to do
with transparency and openness and dealing with that problem.

Could I just comment on a previous question, if I may, Chair, which was the SME question?
We also proposed pre-meetings to help SMEs, to help of course to have better studies, so I
think that is something that should be looked at. We also proposed a better knowledge base so
that more novel PPPs, nano and other types which SMEs are likely to produce, would be
covered by the regulations that are in force. I think there are things, they are not that radical,
that can be done relatively easily to help in that situation too.

1-084-0000

Chair. – This is moving in the right direction and allows us to complete our work. I will make
no further comments.

1-085-0000

Bart Staes (Verts/ALE). – I want to come back to my initial question of how it is that you
can come to different results. Mr Portier, when you did your research on glyphosate, at a
certain moment you discovered a certain number of mice and rats studies where you found
evidence of tumours. ECHA replied yes, we acknowledge that, but the results are not coherent
– I think that was the reaction of ECHA. How do you, Mr Portier, react to that? Why are your
data or your research or your findings coherent or not coherent?

1-086-0000

Christopher J. Portier, private consultant. – Another very good question. I can only tell you
exactly how I went about doing this and that was to systematically to some degree go through
the raw data and analyse everything that looked reasonable to analyse; anything that looked to
me like it might be a positive finding I analysed it, and that is how I found it.

I used a standard test, a trend test, that is common, it is the same one used by the
US National Toxicology Program for all of their analyses. I should know because I helped to
write the test, helped develop it over the years. My only assumption is that while the Agencies
looked at the raw data, they did not reanalyse the raw data, and so, because they were relying
on the industry analyses, which were almost entirely using Fisher’s exact test for pairwise
comparisons, they did not see the tests for increase in trend.

Statistically, the trend test is the more powerful test and it is more likely to find a positive
result if it is really there. Both tests maintain good type 1 error, which is the probability of
making a false positive classification, but the trend test has much higher ability to detect a
true positive test.

The OECD Guidelines fail in this regard. I disagree with the statement. It is in the OECD
Guidelines that you should decide how to analyse the study before you do the study and then
you should use it. I think the Agencies should demand a certain type of analysis for the animal
cancer studies and for all of the classic reproductive, developmental, neural toxicology studies
because they are always the same type of study and there are best practices in analysing those
studies. Epidemiology studies are a different animal because you have to design those studies
for the individual populations you are going to look at, so there you do want to have the test in
advance. But the Agency here could clearly demand certain types of tests to be done.

1-087-0000

Bjørn Hansen, Executive Director, ECHA. – Just as a follow up to Mr Portier, I would like to
explain in more detail what we did. First of all, the rapporteur Member State which carried
out the initial report on glyphosate, our German colleagues, did reassess the data in their
report and this reassessment, statistically using the methods that Mr Portier has used, the trend
analysis, was done by our German colleagues and this was scrutinised in the Risk Assessment
Committee. We even had a special session with colleagues from IARC where these
reassessment and statistical techniques were assessed or discussed. We believe that we had at
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least a complete, full discussion of the statistics, including the statistics on the original data,
and this was done with colleagues from IARC.

If I dare – I very seldom in my professional career get to use my education. I am a
mathematician specialised in probability theory, which is the theory behind statistics, and I
taught statistics, very elementary, to many students in the Netherlands and Germany before
joining the Commission and now ECHA. If you have three numbers – 1, 2 and 4 – you can
apply two very rudimentary statistics to them. One is called the average, and the other one is
called the median. The average is 2.3. The median is 2. The same data with two different
statistical techniques give you two different values and there is nothing wrong yet. The point
is: are 2 and 2.3 very different, or are they very much the same? That depends on the context
of those numbers.
So without going into the details of the statistical techniques – which are perfectly valid, the
ones that Mr Portier is recommending and the other statistical techniques, both recommended
in the guidance document, perfectly valid statistical techniques – the question is: what do
these statistical techniques, the results, tell you? The issue is: are 2 and 2.3 very different?

In our assessment, the way we do it in this so-called weight of evidence approach, you look at
the numbers which come from statistics, but you apply the toxicological knowledge that you
gained from the data to see whether those statistical results are very different or not. In this
case, yes, they give different meaning, which is an indication that the data are not so clear.
The Risk Assessment Committee did not think that the results from the trend analysis were a
significant clear positive result. But there is a tendency of that data which gives rise to the
conclusion: yes, there is something positive happening.

In these cases, in our weight of evidence approach, and if I can again digress just a moment, if
you have one study which is very clearly positive then the criteria are fulfilled, and even if
you have many studies which are negative, they will not override that one positive study. The
problem comes when the positive results are not clear and that is the case here, because some
statistical techniques that you apply, the average, give you a result of 2, which gives you the
conclusion there is no worry, and some statistical techniques, the median, give you the
conclusion 2.3, which is a little bit positive.

You take these numbers and you put them into the context of the data and you say how can I
understand these numbers? And that is where this weight of evidence approach and the issue
that the numbers of 2.3, the trend analysis, we do not find an explanation in any of the data,
other data, which would conclude or which would support what we read into that statistic. We
find a lot of evidence in the other data that this seems like a chance occurrence due to, if you
apply 20 statistical techniques, it is likely that one of them is going to be more positive than
the others.

I am simplifying the discussion of our colleagues in the Risk Assessment Committee. I by no
means want to downgrade the discussions that happened in the IARC, nor the scientific work
of Mr Portier, I fully respect it all, but it is an issue that once you get all the scientists together
who had access to all the data and discussed with the scientific colleagues in IARC in this
weight of evidence approach: well yes, there was something concerning but it was not
deemed sufficient enough to fulfil the criteria; and that is where we can discuss what that
means – but please, again recall that these are the same people who have classified 285
chemicals over the last 10 years, 30% of which were positive for carcinogenicity, so they do
have quite some experience in determining when is it clear evidence, when is it pretty sure, or
when is it very weak and we simply cannot conclude that it fulfils these clear-cut criteria.

I am terribly sorry, Chair, for spending so much time but I did feel it necessary to explain that
we do not disregard Mr Portier’s work, we respect it highly. We do not disregard IARC’s
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work, we respect it highly. But we had a different information base, we had a long discussion
with experts and we have criteria which are very clear: you need positive evidence at a certain
level to be classified.

1-088-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – As the carcinogenicity has been explained
in previous answers here, I will address the question from Mr Portier of whether, during the
EFSA assessment, the experts looked carefully at the raw data.

I will use a different example. In the proposal from industry, obviously, there was not a
proposal for an acute reference dose: they said no, no, there are no effects that can be related
to short-term exposure.
During the EFSA process the experts went through the specific studies, and obviously the
only way that the experts were able to detect and assess – as for all the chemicals, for all the
studies – was to go through the raw data, modify the conclusions of several studies, select
from one study a conclusion in which they considered that particular study demonstrated the
effects in short-term exposure, modifying also the conclusion from the study authors, and
suggest the acute reference dose that has been proposed by ECHA.

This is just an example of the experts going through the process, through the raw data, and
you will have several examples that demonstrate that during the EFSA assessment the experts
also go through the raw data, study by study, and have their own conclusions.

1-089-0000

Christopher J. Portier, private consultant. – Needless to say I disagree with some of this. I
will point out a few things.

One, both ECHA and EFSA missed about 40% to 50% of the tumour findings that I found. I
can only conclude from that, having not seen all of their analyses, that they did not go back to
every animal cancer study and re-analyse them with a trend test, because it is obvious when
you do the trend test whether you get a positive p-value or not.

The simplification of medians versus means is way too simple for the complexity of what
you’re looking at here, and the argument that there are no consistent trends across the data is
being made on a subjective basis rather than by doing an analysis – which is easily done – to
see if there is a consistent trend across the data. There are well-known methods for doing this
type of thing and I’m just suggesting that they should try doing these types of analyses to
address these questions, rather than doing it in a subjective manner.

Lastly, there are limitations to these guidelines, as I pointed out in my opening comments.
There are things that I feel, as a scientist, were used inappropriately to down-weight some of
the positive findings. And it’s not just cancer: they were used throughout the document in
many other areas. These need to be corrected, and that’s a simple correction for the OECD or
other guidelines.

If I were in the position of director of EFSA or some other agency, and a scientist came to me
with these concerns, what I would have done was bring together a group of independent
scientists not part of my process, present this to them, and have them give my science board a
recommendation – and then I would talk to my science board about it.

I think that should be done. These issues need to be resolved because they will not go away,
or at least I won’t.
1-090-0000

Bernhard Url, Executive Director, EFSA. – Yes, thank you very much and I really respect
what you say, Dr Portier, and far be it for me to question in any way the excellent scientific
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work you have done throughout your career. But I think that if you look at the document the
US EPA published on 17 December 2017 – it’s a 200-page document dedicated solely to the
carcinogenicity of glyphosate, and from my point of view it is a very thorough examination of
the evidence, the different strands of evidence – I think what it boils down to at the end, if I
may say this as a not-so-much-deep in the matter scientist, it boils down to the question, I
would say the old question, of statistical significance versus biological relevance.

And I think here is, as we say in German, ‘the rabbit in the pepper’ [the crux of the matter].
You can see statistical significant effects, but then we ask, and I think ECHA asks and EFSA
asks and US EPA asks, and Canada asked and other nations that came to the same
conclusions asked: is what we see of statistically significant biological relevance? And there
the experts’ judgment, the opinion of more than 100, maybe 500 scientists, all over the world
was that the biological relevance is not given, is not convincing.

Mr Hansen tried to outline this, I think, before: that, yes, there were concerns but the
biological relevance was not convincing to prove or to justify a classification. I think this is a
very old question in science, whether you look at statistical significance and/or you look also
at biological plausibility and the relevance of histopathological findings of preneoplastic
lesions and all that, which is, I think, very well outlined also in the US EPA cancer report.

I mean we have to respect your opinion and I would not call this into question, but in the end
there are the opinions of hundreds of scientists not following this and also the two European
agencies, besides WHO and many other countries.

1-091-0000

Christopher J. Portier, private consultant. – Thank you, Chair, for being so understanding.

I get the impression, Mr Url, that you don’t believe I looked at the biology involved here. But
I might point out to you that I spent the time and effort to look at the relationship between
malignant lymphomas in the mouse and non-Hodgkin lymphomas in humans. I went through
all of the preneoplastic lesions and looked at them, the relevant ones to the tissues I was
looking at, pointing out that the two main consistent cancer findings, hemangiosarcomas and
malignant lymphomas, do not have precursor lesions. So you can’t use that argument there.

And all of this argument still does not get away from the point that some of the procedures
you are using, statistically and/or biologically, are not supported and could be easily
corrected.

1-092-0000

Chair. – I'm not convinced we can come to an agreement tonight.

1-093-0000

Michèle Rivasi (Verts/ALE). – I would like to come back to why we are here: because it’s
up to us to guarantee Europe’s people that their health is being protected.

What I have learned from this whole debate is that, at the moment, we cannot guarantee this.
Why is that? Because while EFSA – and this is in the regulation – only looks at active
substances, the products that is used in the Member States contain many co-formulas. So, at
Commission level you said: well, glyphosate is not carcinogenic, but we’re still going to ban
the co-formulant – tallowamine – because it is dangerous. That was an example of bias,
saying that it was becoming too dangerous, but the French Agency for Food, Environmental
and Occupational Health and Safety (ANSES) for instance, has said it would ban 186
products. It’s clear that there are differences from country to country. ANSES is very good, in
Germany you can have very good agencies, like in Spain and Sweden but  what happens
elsewhere? This means that at the moment – and this is important for our committee – we
cannot guarantee that people are protected.
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Let me take another example. Dimethoate is a pesticide that France banned for use on
cherries, because it provided highly toxic to children who ate a kilo of cherries. France
banned it and then one year later Spain did, so there are differences and discrimination from
one country to another. Now it is banned in practically all of Europe except perhaps Bulgaria.
Turkey had allowed it, now it says it will ban it. You can see that Europe is not fulfilling its
role of ensuring harmonisation. Member States are left too much freedom in assessing
products.

Mr Url, I have good news for you since you want us to increase your number of experts. If we
ask EFSA to analyse the products, it is certain that more funding and more experts, among
other things, will be needed.

We could take the example of ECHA because when it does studies on biocides, it analyses the
product. So why do we do this for biocides and not  pesticides, because this would have
avoided the chlordecone scandal in Guadeloupe and Martinique, which is doing untold
damage to public health.

I have a quick technical question: why does the acceptable daily intake, used in all Member
States, refer to the active substance and not the product? However, there are studies, such as
that by Séralini, which show that co-formulants can make the product 1000 times more toxic
when combined with the active substance than the active substance alone.

This is therefore proof that we are completely understating the carcinogenic effect, the
genotoxic effect, etc., of glyphosate as an active substance. You as a scientist should therefore
say that the acceptable daily intake makes no sense since it is calculated using the active
substance and not the co-formulants.

This is therefore a real concern and, we have proof that we are not currently protecting the
European people's health against pesticides.

1-094-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Regarding the assessment of the products,
obviously it is up to the legislator to decide. One of the key elements that you mentioned in
relation to the assessment is that, in the diet, what you have are residues of the same active
substances coming from different products. So the detailed risk assessment, the risk for the
consumers, should be and is done for the active substance and for all the other metabolisers
that the active substance can generate when it is used by the farmer. That is done and it is very
logical and scientifically supported.

As to the products themselves, farmers and also residents in agricultural areas may be
exposed to a product, and the current legislation already requires specific acute toxicity
studies for products. They are not assessed by EFSA: we do not receive the dossier but it is
part of the assessment that is done by the Member States, and how they are doing that was
covered in the hearing you had with Member States.

However, it is important to differentiate here. The assessment of the active substance is
absolutely essential, including for the environment, because the same active substance may
have come from different products, and its assessment is complemented by the product
assessments. So it is not a matter of one or the other. The logic, scientifically speaking, is to
have both. Obviously, the question currently concerns the legislation with a separation of the
assessments: one of the assessments is done at EU level, the other at Member State level. It is
a decision for the legislators whether that is to continue or maybe to change.
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1-095-0000

Bjørn Hansen, Executive Director, ECHA. – Just to offer some experience from the Biocides
Regulation, which does have a Union authorisation component; it is possible to request a
Union authorisation for a biocidal product, which we then administer and give the results to
Brussels to decide on.

Just to say that it is very difficult to have an intermediate step, between the active ingredient
authorisation and the product authorisation, to set a limit. If we were to set a limit for a
biocide for the product exposure, then in effect what we would be doing is doing a product
authorisation at EU level. So it is very difficult from a bioscience perspective to do anything
intermediate.

If you want to set a limit not only for the active but for the whole product, then the work that
you need to do is almost the same as a Union authorisation. I think that was also the basis for
the Commission when they developed the Biocides Regulation with the Union authorisation
component to go all that way.

1-096-0000

Pilar Ayuso (PPE). – Chair, I would like to return to something I said earlier. My question is
to the Director of the ECHA. I would like to ask whether you assess applicants, like the EMA
does, or not. I would also like to check what I have been told, which is that when tests are to
be conducted on vertebrates, one must request the test reports from a company that has
already done them, or whether those reports are stored in the ECHA database so that one does
not have to turn to one’s competitors who must, all the same – as I said – supply them, which
not so simple in itself.

1-097-0000

Bjørn Hansen, Executive Director, ECHA. – Yes, we provide advice both in REACH and in
biocides to potential applicants. We do this to ensure that the potential applicants in REACH
for authorisation, but also for bioscience, know what information is expected of them so that
we can have an expedient and solid discussion, so that’s the first question.

The second question: yes, when we require testing under REACH, for example, we require
the registrant to do the test. I say ‘we’: this is what the REACH Regulation obliges ECHA to
do. The REACH Regulation says if ECHA sees that there is a data gap then we are obliged to
require that registrant to do the test. So again, should that be changed we would need to
change REACH.

If I dare come with one comment from my perspective to one of the questions regarding
resources: in our work we do indeed see quite significant differences between Member States
in how they resource the chemicals programmes. Ultimately that difference does not make a
difference in the types of opinions we give, but it sure makes a difference in how easily a
dossier goes through our processes. Those Member States that lack resources – we in the
Secretariat of the Agency need to compensate and that clearly is a strain on our resources. I do
not think there would be an Agency Director sitting here who would not say that it would be
nice to have a little more in the way of resources to help us out.

1-098-0000

Jytte Guteland (S&D). – Chair, I should like to thank many of the colleagues who have put
important questions to the panel and to EFSA here today. I think that the questions being
asked are very important.

I appreciate that ultimately it is the legislators, or in other words this assembly, that are
responsible for determining what levels of various substances are approved for use in the EU.
So such decisions are partly up to me and other colleagues in this House. In order for us to do
our job, it must be possible to rely absolutely on the agency that is to provide us with the
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scientific evidence needed to make correct assessments, so in a way that puts the ball back in
your court, on that side of the room.

In my view, we have seen here, inter alia in this committee, presentations which show that
EFSA’s experts have not at all arrived at independent assessments of their own, as you are
witnessing here today. On the contrary: there has been a very direct link to industry.  Just a
few weeks ago we were given a presentation here by a researcher who showed us documents
on glyphosate that had been copied directly from industry. You could see marked in red the
passages which represented their assessments, and then you could see what position EFSA
had taken, and it was precisely the same report. That did not just apply to individual sections:
it would be truer to describe the whole document as having been plagiarised.

That worries me greatly. I do not feel at all safe. And when I see you here and listen to what
you say, I feel that, although EFSA was caught with its trousers down – you must excuse my
directness; I come from Sweden; I may be too direct, but that was how I saw it: you were
caught with your trousers down.  Yet it does not feel as if the authority is in the act of pulling
its trousers back up: rather, what we see before us is a smokescreen. So I am not happy; I do
not feel either happy or safe after listening to what has been said here today. I would like to
continue a debate with you to ascertain how greater independence can be achieved.

1-099-0000

Bernhard Url, Executive Director, EFSA. – I would like to thank the previous speaker for her
comments, and I think it was more a desire than a question that she expressed at the end.

What strikes me as strange sometimes in these discussions is that whenever EFSA comes up
with an opinion, such as on neonicotinoids, which is perceived by some sections of society as
a good scientific opinion because it protects bees and other pollinators, then EFSA is
applauded as the European authority for risk assessment and it is felt that the Commission
should immediately follow EFSA’s advice because EFSA has said that neonicotinoids pose a
risk to bees. There are other examples – demethylates, for instance – where EFSA, coming up
with a scientific opinion, is applauded as the most trusted scientific authority in Europe, and it
is felt that the Commission or Parliament should immediately implement the relevant
measures. However, when the same people – with the same methodology, with the same
expertise, with the same independence – come to a conclusion such as that on glyphosate,
applying the same methodology they have used for years, if this conclusion does not fit the
expectation of some parts of society, then EFSA is accused of being close to industry,
copying and pasting, or whatever. That is a lot of allegations.

We have rebutted all these allegations one by one. We would like to invite you again to come
to Parma, or we would come to you to explain how we do our work, and that we as EFSA are
convinced we have the most stringent conflict-of-interest prevention systems (apologies for
saying so in the presence of our ECHA colleagues) of all European agencies, so there is no
doubt that the work we do is in full transparency, and is done by independent experts serving
only the public interest.

I would like to understand what more we can do to convince you, the European Parliament,
including in cases where you do not like our outcome, because that is the problem. If you do
not like the outcome politically then suddenly EFSA is a problem, whereas if Members like
the outcome then EFSA is the hero. I am simplifying a bit now.

The processes we apply are always the same, so I would also ask that you be fair to EFSA.

1-100-0000

Chair. – Mr Url, don’t worry, that is the content of our work and you will have answers in
December. On the issue of conflicts of interest, we spoke to you in Parma, so I think we have
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some ideas to share, and perhaps it would be a good idea for a panel of independent judges,
for instance, to analyse the issue of conflicts of interest rather than for it to be done internally.
We are listening and we are recording your words and your points of view but our goals are
similar. I will say it again in my concluding remarks: as for the questions there will be a
before and after. We must see that there has been a past, now it is the present, which so
important, then there will be the future. The question, as has been mentioned, is how to
guarantee the health of the 500+ million citizens, and there is – you yourself say – room for
improvement.
It’s not a matter of pointing to the responsibilities of the past but of see how we can
collectively improve certain practices or procedures.

1-101-0000

Anthea McIntyre (ECR). – Ms Rivasi is quite right that we are here to ensure that we protect
citizens, and I think all of us have that in mind. But we also need to make sure that we are
taking a responsible attitude, maintaining a sense of proportion and not causing alarm. My
concern is that there is a desire among some people to base assessments of possibly
carcinogenic substances on hazard instead of risk.

If we decided that we were going to ban all potentially carcinogenic substances, we would be
banning coffee, we would be banning champagne, we would ban goulash and prosciutto and
Belgian beer and frites. We would not allow people to go outside in the sunshine, and many
products and activities would be banned. So I think this is where we need to maintain a sense
of proportion and actually understand that basing our decisions on a risk assessment is far
more sensible and responsible than taking the attitude that anything potentially carcinogenic
should be banned.

1-102-0000

Younous Omarjee (GUE/NGL). – I would like to return back to the chlordecone case and
the interesting parallel with the issue at hand: glyphosate.

For those with long memories, in 1979 the IARC considered that it did not have enough
evidence to declare chlordecone a probable or known carcinogen, but the USA had already
banned it by then. Today, IARC believes glyphosate to be a probable carcinogen while health
safety agencies consider that they do not have sufficient evidence. Thus, it is undoubtedly
difficult to be say anything for certain right now, but the European treaties have laid down the
precautionary principle, and you must abide by this principle and let it guide you.

Upon hearing everything your words I get the feeling that, at the end of the day, priority is
afforded more to protecting economic and industrial interests above ensuring the safety of
Europe’s people.

When major doubts are raised, as was the case on glyphosate, I believe that the precautionary
principle enshrined in the Treaties must be binding on everyone, including in
recommendations made to those who then take the decision to ban a substance.

1-103-0000

Bernhard Url, Executive Director, EFSA. – To reply very quickly to the last speaker: what
we, as scientists, can deliver to you, to the risk managers, is an estimation of risk and the
estimation of uncertainty that is linked with this risk. But what we cannot do, we are not
allowed to do, and we should not do, is to apply precautionary principles in science. They do
not exist for science. Applying the precautionary principle is a societal decision on how much
risk you would like to accept or not. That is a policy decision. That is not a science decision.

In science we can give you estimates and uncertainties to the best of our knowledge, but then
it is society that has to decide whether it accepts the risk, or not, and there the precautionary
principle can come into play, or not. But we should not mix these two concepts, otherwise we
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are in deep trouble. I really would beg you to keep these two concepts separated: you, as risk
managers, can and maybe sometimes have to apply the precautionary principle but science
should not and cannot apply it.

1-104-0000

Jose Tarazona, Head of Pesticides Unit, EFSA. – Just to clarify that chlordecone is not
authorised as a pesticide in the EU. It was banned more than 10 years ago.

1-105-0000

Younous Omarjee (GUE/NGL). – I can’t believe what I’m hearing. Are you aware that
Martinique and Guadeloupe are in the European Union? So you cannot possibly say that
chlordecone is not used in the European Union. It was therefore used by France, acting on a
decision by France in the European Union, i.e. in Guadeloupe and Martinique.

On the precautionary principle, my colleague Michèle Rivasi is absolutely right. We do not
agree with you at all on this point, since it is a matter of the irreversibility of risks. Here, I
think Michèle can...

1-106-0000

Michèle Rivasi (Verts/ALE). – – Mr Url, you need to re-read the precautionary principle. In
science, the precautionary principle can be applied when there are risks that may be
irreversible. In this case, in the regulation, often when you are asked to approve or authorise a
substance, there are data that are not obtained by the industry and there are what’s known as
‘data caps’. They should confirm this. The question we need to ask is: how can you authorise
a substance if there is a whole series of data missing on water, certain animals, etc. that we
will only receive two to four years later?

If we applied the precautionary principle, we would say that as long as we do not have the
data, as long as the manufacturers do not provide it, we cannot authorise the substance. In this
case we have to apply the precautionary principle.

1-107-0000

Bjørn Hansen, Executive Director, ECHA. – I will give a very brief reply on the two issues.
If the honourable Member’s comment was also intended for ECHA, in terms of links with
industry, we would very much like to understand this and to see if there is anything we can do
to make it clearer that this is not true; or, if there is evidence that indeed we are too close to
industry, we will correct this. So we are very open to understanding the point here, and to
correcting whatever would be necessary in this regard.

In terms of the precautionary principle, I am taking the microphone only because the
Commission has asked us to carry out a review to see how we can play our part in the
implementation of the precautionary principle more clearly. We are analysing how the
Commission communication – of 2001, I believe – can be better implemented, so that we can
serve the policymaking and decision-making in implementing the precautionary principle
better.

In our understanding, what we want to articulate more clearly than we have done up until now
is the identification of those cases where the uncertainties indeed range over a variety of
possible risk-management measures, and to allow you then to make the right decision.

1-108-0000

Paul Nurse, SAM. – I just wanted to end where we began. We have heard some heat in the
discussion here today. Our report was designed to take some of the heat out of these
disagreements, to return to scientific principle, to get an effective operation. It may be that
towards the end of your investigations you may want to look at this report again and we are
very happy to come back to discuss these issues, to try and have a more peaceful debate.
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1-109-0000

Chair. – The debate was lively but civil. Mr Portier wanted to say something. For a minute?
No?

Just a word to thank you for the content of the debates. The debates are rich and lively
because the stakes are high.

Today there are problems – the cause is linked to ... in any case, we cannot help wondering –
fertility, as I mentioned this morning – early puberty, colon cancer, etc., problems of
emerging and rare diseases, etc. One clear fact is that Europe has lost 80% of its insects, a
third of its birds and we are introducing no small amount of artificial pollinators today – there
are signs of this throughout Europe. I would also like this meeting to show its symbolic
support for all those beekeepers who are monitoring the situation. It is true that the dangers
and the situation are serious and that indeed – as I said earlier – there was a yesterday, there is
a today and there will be a tomorrow.

Mr Url, I understand why you say ‘we are convinced’, but with simple convictions such as
love, if I may.... There are declarations of love, and then there are proofs of love. You may be
convinced, you might not want there to be a conflict of interest problem, but we are
wondering about this and we can be convinced of the opposite.

Therefore, it’s a matter of bringing rational information to our debates so that these
convictions can be made into choices and that the questions of risk assessment or questions
concerning relating to the precautionary principle are broached. These are all issues that are at
the heart of our debates on which we must collectively and responsibly move forward so that
tomorrow we can, indeed, have the guarantee that our 500 million Europeans can drink
healthy, eat healthy and breathe healthy.

Thank you in any case for your work and what you have said and I hope that we can count on
your attendance in the weeks to come so that we can do a consistent and high-quality job so
that things really improve.

Thank you to our guests and to the participants in the debate. Thank you also to the
interpreters – I saved them two minutes – for your excellent work.

(The meeting closed at 17:30.)
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1-002-0000

IN THE CHAIR: Mr ÉRIC ANDRIEU
Chairman of the Special Committee

on the Union’s authorisation procedure for pesticides

The meeting opened at 15.05.

Chair. –I suggest that we start the meeting without any further delay.

Point 1 on the agenda: If there are no objections from you, I shall consider the agenda adopted
without any amendments.

Point 2: I would like to inform you that interpreting is available in 14 languages today, the
electronic file is available (as usual) via the emeeting app and the meeting will be streamed.

Point 3: A film crew will be covering our meeting today for the German television channel,
ARD.

Point 4: The recommendations made by the coordinators during our meeting on 11 June have
been relayed electronically. As I have not received any objections from you, I shall consider
them adopted and I would like to thank you. The minutes from the meetings held on 12 March
and 12 April have therefore been adopted without any amendments.

Therefore, I would suggest that the working session begins. Thank you to everyone for coming.
As you know, this session is somewhat unique, as it will be in two parts. First of all, we will
hear from Commissioner Vytenis Andriukaitis and we will ask him our questions. I would like
to thank him for making himself available for this discussion. This meeting will last one hour,
as we had agreed with the coordinators. Following the break, we will then continue with a
second working session with the European Ombudsman, whom I would like to thank for
coming, the OECD and the Wageningen University of Agriculture, which will be a question
and answer session. I will then take the floor again.

I would like to provide an overview on how these sessions will be structured. In order to respect
the principle of balanced discussions and, as it is not possible for everyone to speak,
Commissioner Andriukaitis will first speak for 15 minutes. The floor will then be given to four
coordinators, Angélique Delahaye (EPP), Pavel Poc (S&D), Anthea McIntyre (ECR) and
Ulrike Müller (ALDE), who will ask the Commissioner their questions for 10 minutes.

There will then be a second set of questions with four other coordinators: Anja Hazekamp
(GUE/NGL), Michèle Rivasi (Greens/EFA), Mireille d’Ornano (EFDD) and Philippe Loiseau
(ENF). The Commissioner will have ten minutes to respond to them.

We will then give the floor to two co-rapporteurs, Norbert Lins (EPP) and Bart Staes
(Greens/EFA), for two minutes each, so that they can ask questions. The Commissioner will
then have five minutes to answer these questions. I will provide a short conclusion and that will
be the end of the first part of the working session.

For the second part of the working session, all members will be able to take part. The co-
rapporteurs will start, followed by the coordinators and then each member will be able to ask
our speakers questions, following the catch-the-eye procedure, as is usually the case. Everyone
will therefore be able speak if we comply with the agreed structure and the time set out. I will
now give the floor to Commissioner Vytenis Andriukaitis, whom I would like to thank again
for coming, to make a 15-minute presentation.
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1-004-0000

Vytenis Povilas Andriukaitis, Member of the Commission. – Thank you very much indeed for
the invitation.

European citizens expect safe food, and rightfully so. However, while ensuring that food safety
remains an imperative, it is no longer sufficient in itself. Increasingly, citizens have concerns
about how their food is produced, about the sustainability of the food system and about
environmental protection. The governance of our food system is also becoming more open and
inclusive, with a call for greater transparency in the risk analysis as well as the greater
engagement of citizens in the decision-making process, facilitated by digital innovation and
social media.

We can only meet these expectations if we can together learn lessons from recent challenges
and move forward in the interest of all citizens. In this context, this special committee is
important, so I thank you for your invitation and the opportunity to speak with you.

Let me stress one point: this committee and I share the same goal, namely to maintain food
safety, protect citizens’ and animals’ health, and safeguard the environment. To help achieve
these goals, the European Union has the most stringent regulatory system of pesticides in the
world. It requires first a comprehensive scientific evaluation conducted by the Member States
and the European Food Safety Authority and, if safety has been demonstrated, approval of
active substances at EU level. However, the final products are then approved by the Member
States.

Let me be quite clear that the Commission has removed – and will continue to remove – active
substances from the market if they are not safe. Since the regulation in 2011, the Commission
has taken 22 non-approval or non-renewal decisions based on scientific evaluations. In fact, the
approval criteria are so strict that many companies have decided not to submit their substances
for renewal, because they don’t expect them to pass this test. This is true of 18 substances.

The Commission does not hesitate to restrict the use of certain substances when warranted. The
recent decision to prohibit the outdoor use of three neonicotinoid substances proves this point.
Nevertheless, I am aware that, despite all our efforts, some Members of the European
Parliament claim that the Commission is not courageous enough to ban substances when there
is a negative risk assessment from the European Food Safety Authority (EFSA). I would like
to put the facts right and give a concrete example. My services are organising an appeal
committee in July for four active substances that I would like to ban, following an EFSA
negative risk assessment: diquat, malathion, pymetrozine and thiram. Unfortunately, Member
States do not support my proposal: so many of them want to keep their products on their
markets. So the issue remains uncertain. This, I hope, shows my determination, but also the
difficulties of the Commission’s task.

The legislation adopted by Parliament and the Council is very stringent. At the same time, there
is no such thing as a perfect system, so we should always look to refine this process, to
modernise it and to incorporate lessons learned. The Fitness Check of the General Food Law
and the recent European Citizens’ Initiative on glyphosate both called for greater transparency
of EU risk assessment in the food chain and reinforcement of the system’s sustainability.

I have proposed the revision of the regulation on the General Food Law with these goals in
mind. Some of you were there when I presented the revision to the Committee on the
Environment, Public Health and Food Safety (ENVI) last April, but allow me to briefly outline
the proposal again. It seeks to make improvements in four key areas. First, it increases the
transparency of the risk assessment by ensuring that scientists and citizens have access to key
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information at an earlier stage, with the exception of confidential information. Second, specific
measures will improve the quality and reliability of the scientific studies. For example, a register
of studies commissioned by industry will be established, and EFSA will be able to provide
general advice on what is required from the industry before an application for an authorisation
is submitted. In exceptional circumstances, the Commission can ask EFSA to commission
additional verification studies. So the proposal aims to strengthen the involvement of Member
States, the European Parliament and NGOs in EFSA’s governance structure, without impeding
EFSA’s independence. Third, it strengthens communication between the Commission, EFSA,
the Member States, stakeholders and the general public.

I am confident that this proposal will result in significant benefits and will improve citizens’
trust and confidence in the process. I am not the only one to think that. I was very happy when
Helmut Burtscher-Schaden from Global 2000, one of the initiators of the citizens’ initiative but
also a like-minded friend, dedicated his important book, ‘Die Akte Glyphosat, Top Secret’ to
me with the following words: ‘Dear Commissioner Andriukaitis, on 4 March 2016, you stated
that all studies should be disclosed because of an overriding public interest. On 11 March 2018,
you came up with a strong legal proposal. Thank you for that’. So we are very clearly not far
apart. We live on the same planet – the one and only planet we share and cherish. We need to
work together to make this proposal a reality, to make sure that there is no leeway and no
suspicion that corporations use the weaknesses of the system and endanger our health. As
Helmut writes on the cover of his book: ‘Smoke & mirrors in the pesticides approval process’.

The ENVI Committee has started working on this proposal, and I call on all of you to support
this initiative so the legislative process can be finished within the current legislative term. But
this is not the only area we are looking to improve. We are using the Regulatory Fitness and
Performance Programme to evaluate our pesticide legislation. This includes both the regulation
on plant protection products and the regulation on pesticide residuals.

I want to take this opportunity to welcome Parliament’s focus on these issues. In addition to
this committee’s forthcoming report, Members of European Parliament Pavel Poc is examining
the implementation of the plant protection regulation, and Parliament’s research services have
already produced a study on this topic. We also have the Scientific Advice Mechanism’s
opinion on pesticides and the findings of the audits conducted by the Commission’s services in
the Member States. Let me assure you that all of these outputs will feed into the Commission’s
analysis as we move ahead.

In addition, I have myself had many discussions on our system. This is why I would like to
respond to some concerns that I have noted in the list of questions you have sent me and in the
meetings I have had with some of you. I am aware of criticism as regards a repetitive extension
of the approval of substances. Indeed, here I am bound by the letter of the law. If the rapporteur
Member State is late in finalising its assessment, the whole EU procedure is delayed, and this,
unfortunately, happens from time to time. In such cases I cannot withdraw a substance from the
market, because it is the authorities and not the company who are to blame for the delay. That
would be unfair and illegal. I have no choice but to extend the approval. That is not satisfactory,
and they have written to Member States to ask them to fulfil their duty and accelerate their work
– unfortunately with little success. Another criticism concerns the overuse of confirmation
information. I do not know why people use the term ‘overuse’. This possibility is provided for
in the legislation, and we are using this procedure strictly in line with the regulation, which says
that confirmatory information may be requested ‘where new requirements are established
during the evaluation process or as a result of new scientific and technical knowledge’. I have
responded to the Ombudsman on this issue. As a result of scientific progress we develop new
guidance documents, and our procedures are very slow, so sometimes it is important to be strict
and ask for more information from the companies, to take account of progress in science.
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Finally, I would like to react to the comments that our guidance documents are too often
delayed. This is indeed true of, for instance, of the Bee Guidance Document, again despite all
our efforts. The reality is that these documents need to be endorsed by the Member States, and
here again it is sometimes difficult to find a solid majority. Maybe the answer would be to
depoliticise such documents and leave them to scientists alone. I would welcome your views
on this.

The 2009 Directive on the Sustainable Use of Pesticides also seeks to reduce the risk of
pesticides to health and the environment. In order to deliver on its potential, the directive needs
to be implemented rigorously, and that requires investment by all of us. Last year, a
Commission report on the implementation of the directive found that, despite all Member States
adopting a national action plan, there were wide variations between the different plans, in
particular regarding measurable targets and timetables for the action areas. This needs to
change. Member States are currently reviewing their national plans. The revised plans must
include clear, measurable goals. This year the Commission is conducting audits in four Member
States on the implementation of the directive, and further audits are planned in 2019 and
beyond. We are also working with Member States to develop harmonised risk indicators to
monitor trends in the risks and impacts of pesticide use.

You, as Members of the European Parliament and as members of this committee, play a crucial
role, so I want to take this opportunity to ask you to focus the debate on national action plans
in each of your individual Member States. Reducing the risk associated with pesticides is also
a goal of the new Common Agricultural Policy proposal, which was published on 1 June. It is
worth noting that some aspects of the Directive on the Sustainable Use of Pesticides are now
included in the rules of conditionality. This means that direct payments could be reduced if
farmers do not comply with them. Further indicators have been set on the sustainable use of
pesticides, and Member States will be evaluated against this.

Honourable Members, I want to thank you once again for your engagement and the important
work undertaken by this committee. I look forward to your report and I assure you that your
conclusions will be taken on board – but please be precise, be detailed and be specific. We will
continue to work tirelessly on increasing transparency, building trust and improving the
sustainability of our food safety system.

1-005-0000

Chair. – Thank you very much, Commissioner, for your introduction, which I am sure will
provoke the questions that will follow. Without further delay, I would like to hand the floor to
Angélique Delahaye of the EPP, as a coordinator, for the first set of questions.

1-006-0000

Angélique Delahaye (EPP). – Thank you, Chair, and thank you, Commissioner, for that
presentation. I have no doubts about the merits described in your presentation, but I am not sure
about this new process.

Have you assessed the potential delays and the increased costs that this process could cause for
economic stakeholders and do you not worry that many producers will no longer use file
repositories because the procedures are cumbersome? Are you not worried that you are once
again complicating processes and discouraging innovation? At the same time, I imagine that
you have considered the balance between the transparency sought by consumers and the need
to maintain a competitive economic sector. Everyone understands that we definitely need to
respect our environment more. I usually say farmers are the main ecologists, but they are now
facing unpredictable weather conditions which are resulting in a great deal of pressure from
pests and many production losses. When you are fighting against food waste like I do, it is
difficult to find the balance, but I am counting on your proposal to find this balance.
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1-007-0000

Pavel Poc (S&D). – Thank you Chair, and thank you Commissioner for being here and for your
support for this agenda, and also for your proposal on general food law improvement when it
comes to authorisation procedures. But I have maybe two doubts or questions. The first is that,
within your proposal (the Commission proposal), the two most important loopholes, in my
opinion, which were revealed in parliamentary research on plant protection product legislation,
which was done because we are working on implementing the European Parliament report, are
not addressed. The first is the misuse of Article 53 by Member States, because this is probably
one of the most important loopholes in all the legislation. And the second, when it comes to
transparency, is the PAFF Committee (Standing Committee on Plants, Animals, Food and Feed)
itself, because even if you have a very thorough and the best possible authorisation procedure,
at the end of the procedure there is a PAFF Committee, and the members of this committee are
not bound by science, not bound by anything, just bound by what they are told to vote for by
their Minister or whoever in the Member States. So there are two very important gaps, and I
have my doubts as to how these gaps are addressed. This is my question.

1-008-0000

Anthea McIntyre (ECR). – Commissioner, thank you very much for your presentation and for
being here today. My first question is: with the introduction of the new proposal on the General
Food Law and the REFIT exercise that is currently under way regarding Regulation (EC) No
1107/2009, is it fair to say, first, that the Commission is aware that there are weaknesses in the
system that need to be addressed, and secondly, that it is already in the process of making the
necessary improvements?

My second question is about transparency. At our previous meetings, representatives from both
the European Food Safety Authority (EFSA) and the European Chemicals Agency (ECHA)
agreed that more transparency would be a positive improvement to the system. So how are the
views of the European agencies integrated into the revision of legislation? For example, do they
benefit from a privileged position in the process of consultation as compared with outside
entities? And is addressing transparency the only way to restore trust in the system in your view,
or are there other ways that could also improve trust?

1-009-0000

Ulrike Müller (ALDE). — Thank you Chair, and thank you Commissioner, for being here.
The Commission’s proposals on the General Food Law will be discussed quite often, so I would
like to focus on one problem in particular, which I think is absolutely central for this committee.

The reason for having this committee is not because there is still some improvement to be made
to Regulation (EC) No 1107/2009, in terms of transparency and the mutual recognition of
product authorisations, for example. Improving a well-functioning system is the bread and
butter of our Standing Committees. No, we have this committee because our risk
communication obviously isn’t reaching sections of the public, which, with the resulting public
debates undermines the trust people have in our European consumer protection mechanisms.

In my opinion, improving risk communication is elementary. That’s why I’m very pleased that
you’ve included this point in your proposal on the General Food Law. Nevertheless, the
proposal currently only includes very general principles for a delegated act on establishing a
risk communication master plan. I would therefore be very interested to learn how you imagine
its implementation in practical terms, and how that might in the future help us to avoid many
of the discussions which we’re having in this committee today.

1-010-0000

Vytenis Povilas Andriukaitis, Member of the Commission. – Thank you, Chair, and may I
start with the questions from Angélique Delahaye, about cost and then about competitiveness
and environmental issues?
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I believe the proposal did not discourage innovation, and it is important because we need
innovation in various substances. I would like to tell you that the main new requirements relate
to notification of Commission studies. In the case of renewals the notification of plant status, I
do not see this as very costly. On the other hand, the organisation of prior submission meetings
between the industry and EFSA will lead to better preparation of requests for authorisation and
help, for example, small- and medium-enterprises to fulfil all the requirements until the time
for approvals. Indeed, there may be less need for interruption of the assessment procedure to
ask for additional information from companies.

I believe that this is a balanced proposal and it will help us reduce delays and not incur more
costs. As for competitiveness and environmental issues, from my point of view transparency
and helping small- and medium-enterprises to present their documents in a proper way and
encouraging all actors to draw attention to big areas of public concern and avoid disputes about
confidentiality would help us to restore trust and to achieve more clarity and more
environmentally-friendly solutions.

On Pavel Poc’s question, first of all on misuse of Article 53, it is the case that a number of
Member States have granted such emergency authorisations. The authorisations are limited to
the strict use of the products. Such emergency authorisations must be justified taking into
account best practice and possible alternatives. We will now ask EFSA to examine whether this
is the case, and we are currently examining EFSA reports and reflecting on the next step because
we know that seven countries are very active with regard to emergency authorisations.

Speaking on the questions related to the Standing Committee on Plants, Animals, Food and
Feed (PAFF), two years ago we presented some proposals to be put to the vote in the PAFF
Committee in a more open and transparent manner. It will help us address those issues because
otherwise the same thing will continue to happen: hiding behind the Commission. But the
proposals have been in the hands of the co-legislators for two years now. There appears to be
no appetite from the co-legislators to move forward, I don’t know why. It is about transparency.
It is about the PAFF Committee.

Ms McIntyre asked us several questions. I can first confirm the points I will set out below. What
we proposed was a revision of the General Food Law. Granting earlier access to industry started
in the risk assessment process with new guidance on what information from industry studies
can be claimed as confidential. We also introduced a verification process on the quality of
industry studies as regards compliance with relevant studies and ensured the further
involvement of Member States’ authorities in EFSA’s activities. This is a result of the
consultation process and so it reflects the views and expectations of civil society. This is also
what I intended to explain in my opening speech.

You mentioned transparency. It is one way of improving trust, but not the only way. First of all
we need to restore trust using all instruments for transparency, there is no doubt about this but,
second, we need to improve EFSA’s scientific capacities. Third, we need to have more
instruments if some cases are controversial between different scientists: how can we improve
the system of arbitration to achieve results between different scientific opinions? And we could
also ask EFSA to commission additional studies in the controversy. That will also help us to
restore trust.

It is not only a matter of transparency. It is also about human resources. How can we support
EFSA from a financial point of view to have enough human resources and to attract more
scientists from the outside? And we should also have greater possibilities to include more
Member States in the same process so that they are also part of the decision-making process.
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And finally, risk communication. If you continue with a cacophony such as today’s you have
no chance of achieving anything because you can see different actors, different approaches,
different messages, misleading information, a lot of different interpretations, and then finally
you see distrust in science. It is the same. We need to draw attention especially in the area of
risk communication, because it is about the possibilities for restoring trust.

And the same question came from Ulrike Müller. As you know, risk communication is a very
complex process because it involves a lot of actors at assessment level. You can see different
assessing bodies, Member States assessing bodies and EFSA. And then outside the EU, for
example IARC is an assessing body, and then you can see really different messages in society.

And then from the risk managers’ side, with Member States’ risk managers, the Commission,
the European Parliament also is partially a risk manager, and we need to see how we can build
general plans and achieve more consistent communication. It not about intervening in the field
of risk assessors. No, risk assessment and risk management should be clearly separate, but it is
about communication by all of us. We need to have some annual plans and to see how we can
move forward. There is only one way, otherwise, we will stay the same as today.

1-011-0000

Anja Hazekamp (GUE/NGL). – Chair, I have a question on transparency. The commissioner
has explained here how the transparency of the risk assessment should be improved, and that
the data should be published. I have a question regarding this. How can you identify or, better
yet, prevent the copying of texts from industry? I am not referring to studies that are delivered
by industry, but in particular to the assessment, which is written by industry. Could we prevent
it with the proposals that you have just described here?

1-012-0000

Michèle Rivasi (Greens/EFA). – Thank you, Chair, and thank you, Mr Andriukaitis, for being
with us. I would like to know whether you are aware that, during his speech on the State of the
Union in 2017, President Juncker announced the creation of a ‘subsidiarity-proportionality’
working group which aims to go over all texts and, on the one hand, state what added value
Europe could bring to Member States and, on the other hand, what areas could fall more within
their responsibility.

I have heard that the Commission would be happy to leave everything relating to pesticides and
GMOs to Member States. Could you confirm that there is a Commission proposal on this
matter? Because, if this is the case, I cannot see why we are building Europe, because if there
really is one sector where harmonisation is needed (as you have said, in the whole of Europe),
it is pesticides. And we want to go further here because, as active substances, we want products
to fall under the competence of the European Union and we do not want responsibility for
products to be left to Member States, especially as the competences at an agency level are very
different from one State to another. So, are you aware of this working group and what is your
position?

1-013-0000

Mireille D’Ornano (EFDD). – Chair, Commissioner, in a response given on 3 October 2017,
you said, and I quote: ‘The European Chemicals Agency concluded in March 2017 that
classifying glyphosate as a carcinogenic substance was not justified. This conclusion was also
shared by the EFSA and many other regulatory bodies, including the authorities in Canada,
Australia, New Zealand and Japan’.

Let’s take a look at what is going on in those countries, as you gave them as examples. In
Canada, the quantities of pesticides sold increased by 27% between 2006 and 2012, including
a 71% rise in glyphosate herbicide sales. For Australia, a report by the firm Deloitte showed
that in 2013, more than 2/3 of agricultural production in the country could be attributed to
pesticides, which is 17 billion Australian dollars out of 26 billion per year. New Zealand is
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known to have carried out pesticide spraying by plane and by helicopter, including on populated
areas. The country is, therefore, not a positive example on this matter. Furthermore, the country
has hugely used DDT, which is a particularly dangerous pesticide. While it was banned in most
countries during the 1970s, Australia only banned it in 1989. Finally, we come to Japan. As it
is the leading user of pesticides per hectare in the world, the position taken by its assessment
body cannot necessarily be viewed as an example to follow.

Therefore, Commissioner, do you not think that the Commission, which is supposed to protect
public health, would be better off recognising the scientific controversy over glyphosate, rather
than standing firm on its positions by drawing on the analyses of countries which are among
the most lax in the world when it comes to pesticides?

1-014-0000

Philippe Loiseau (ENF). – Thank you, Chair. Commissioner, the EFSA, which has been
repeatedly crying out that everything is fine, is clearly having problems with its governance and
its functioning. However, some voices here are saying that they would like to entrust more
responsibility with a European Union agency, which would logically be the EFSA.
Nevertheless, we are talking about an agency which has questionable assessment processes
(which is indeed why our committee exists) and which has had its budget discharge refused
several times due to costly management. In addition, according to the European Observatory
for Businesses in Europe, 46% of the experts who make up its scientific panels have a conflict
of interest with the industry. How do you respond to these points?

I would have liked to make a small parallel. When a team loses a match, you change the players.
When a team loses several matches, you often change the manager. So, if the EFSA has been
failing to perform its function over recent years, why are its managers not being held
responsible? Furthermore, how do you envisage providing more funding to a body which,
ultimately, is not performing properly?

1-015-0000

Vytenis Povilas Andriukaitis, Member of the Commission. – Thank you very much indeed for
the questions. Let me start with the first question from Ms Hazekamp, which is about the issue
of ghost writing and the fact that studies may be faked and fabricated, and written without any
actual experiment being done.
A series of tools is proposed in order to ensure the quality of the scientific studies presented to
EFSA, which also indirectly address this potential issue. One of these is strengthening our
auditing system of the laboratories that are reported to have done the studies presented to EFSA.
We can now propose to have more stringent instruments to audit and check laboratories and are
making a general proposal to have registries of Commission studies, which can also help us
address the issue of ghost writing. Here, transparency and the involvement of all actors –
scientists and the public – and organising public debates will help us to address the issue of
ghost writing.

Ms Rivasi raised questions about subsidiarity and proportionality. I have not heard of any such
proposal and am hearing it for the first time now. I have no clue and no information. It is
somewhat misguiding information, because there is no such proposal. It’s fake news, yes.

Of course we want Europe, and I am very happy that you raised questions about Europe. We
want to see more solidarity, and it is now time to discuss the different issues in more detail.
How can we improve assessments at EU level and how can we improve assessment at Member
State level? You can’t exclude Member States. It would be very difficult because of different
geographic conditions, different climate conditions, and different agricultural traditions. There
are a lot of differences, but we also need to improve Member States’ systems and control issues.
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Ms D’Ornano raised questions once again about glyphosate. First of all, a general issue is the
sustainable use of pesticides. We have a directive on the sustainable use of pesticides in the EU;
we have a really integrated pest management system and we ask Member States to have their
national action plans. I think that raising questions about the sustainable use of pesticides at
international level doesn’t matter in our discussions at WHO level or at plant health
international organisation level. We can also have discussions bilaterally between the EU and
our trading partners about the overuse of pesticides, but it is not specifically about glyphosate
or assessing bodies. Assessing bodies is one issue and the use of concrete pesticides is another.
It is not possible to blame assessing bodies if they assess that glyphosate is probably not a
carcinogenic and then to see that some countries are already using pesticides. This means that
they should improve their regulatory framework and encourage farmers to use pesticides in a
more sustainable and more responsible manner. But it is not about blaming the assessing bodies,
because once again we ask EFSA, ECHA and all the assessing bodies to draw attention to the
glyphosate issue.

EFSA continues to work on this substance. It evaluates the residuals in food eaten by consumers
in the EU and confirms that food complying with the legally-permitted levels of residuals is
safe for consumers, but we are of course currently analysing EFSA’s recommendations on the
updating of legal levels of glyphosate. We are permanently in debate with EFSA about those
issues, but of course we have no chance to intervene in science, they have no chance to intervene
in the independence of agencies, and we can now rely on effective scientific assessment. It
doesn’t matter if it is the EU or Canada.

You raised a question about conflicts of interest and about the possibility of keeping
independence from risk measures from industry and so on, but the Member State
representatives, in speaking about our proposal on the management board, will not be risk
managers, given the requirement for Members to have experience in particular in risk
assessment. According to current laws that are maintained, the Member States on the
management board have to make a written commitment to act independently, and they make an
annual declaration of interest, which is made publicly. EFSA’s management board will also
continue to hold its meetings in public, thus allowing public scrutiny on how it takes decisions.
Experience with the current EFSA management board also shows that the role of the
management board focuses mostly on administrative and financial issues and does not go into
scientific assessment. You mentioned possibilities to improve EFSA’s capacities for financial
support, and we also provide some additional financial support. We have just seen the
possibility of dedicating EUR 62.5 million every year  to EFSA supporting the financial
capacities and also, once again, extending EFSA’s ability to be more independent.
1-016-0000

Norbert Lins (PPE). —Thank you Chair, and thank you Commissioner, for addressing this
discussion and these questions today. I am also very grateful to you both for giving clear
answers, especially to the tendentious and sometimes even frivolous questions being posed
here.

Commissioner, there are currently 57 substances awaiting the Commission’s final decision on
their authorisation. When one looks more closely, it seems that the Commission’s official time
limit of six months has already elapsed for 33 substances, since the EFSA delivered its opinion
to the Commission before January 2018. The final decision has been outstanding on 20 of these
substances for over a year already, and for 13 of these, the EFSA’s opinion has been available
since before 2017. How do you explain these delays on the Commission’s part? If I may be
blunt, the Commission sees itself as the guardian of the Treaties, and if one were to look closely,
one could come to the conclusion that it is not upholding the Treaties in this instance.
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The second question is aimed at transparency in the Standing Committee. This has already been
touched on by my colleagues. They demand — rightly, I would say — more transparency in
the industry as well as in the EFSA. But there is, I believe, a lot of obscurity in the PAFF
Standing Committee: who is working on the topics, and also how decisions will ultimately be
made. I would like to hear a little more about the Commission’s conception on this. How could
the whole thing be made more transparent?

1-017-0000

Bart Staes (Verts/ALE). – Thank you, Chair. Commissioner, thank you also for your
presentation and contribution to the debate. I would like to ask you a question on the proposals
that you have made regarding the confidentiality clauses in the general food law. If I have read
the proposals correctly, and if I compare them with current requirements, e.g. Regulation (EC)
No 1049/2001 on public access to documents, or with the Aarhus Convention, how would you
then assess these proposals? Do you find that your own proposals are stronger, stricter, more
complete or equivalent to these two legislative elements?

My second question is: you know that proposals are circulating to create a kind of fund to which
the industry will contribute financially, and that the fund would then be used to finance
scientific studies that are needed for the authorisation of pesticides. All of this with a view to
increasing transparency towards the public, yet with the idea of: look, these studies are financed
independently, and are therefore stronger. What do you think of this? What do you think of the
possibility of a separate fund and would you, if required, be prepared to support or submit these
proposals?

1-018-0000

Vytenis Povilas Andriukaitis, Member of the Commission. – First of all, if I may, I shall
address the question from Norbert Lins. Of course, generally it is about delays, as you know –
about a very complex issue. First, it is important to recall that the Commission has to complete
a number of steps after receipt of the opinion (the conclusion) before it can present a draft
regulation to the standing committee. We need to have six months because six months are
foreseen for this. There are a lot of procedures in six months. With the launch of discussions
with Member States, there are delays at this stage. They usually reflect the difficulty in finding
agreement within Member States. In my opening speech I have referred to the upcoming appeal
committee meeting that we will organise in July for substances. I would like to ban them, or
restrict them more strictly, following an EFSA negative assessment, but Member States do not
support my proposal. I am now going to appeal, and once again it is a good example to show
how processes are time-consuming, and then you can see a lot of reasons why we have delays.
There are discussions with different points of view: many of them want to keep their products
on the markets; some Member States argue not about science, they argue about different issues,
despite risks to health or to the environment.

Why do we propose to change procedures and to introduce open votes at standing committee
level? It is because it helps us also to maybe encourage Member States to have reasonable
arguments and organise the debates publicly. It is not only the Commission which is under
scrutiny of public opinion, but the PAFF Committee also. But our proposal is now in the hands
of the co-legislators, and we do not see any progress.

Speaking about questions related to confidentiality clauses: of course, the spirit of our proposal
is to enhance transparency. I am very keen to do our best to have as transparent a system as
possible. When applicants submit a dossier, they may indeed claim confidentiality for certain
parts of the studies submitted and request other information to be kept confidential. To this end,
it should submit a non-confidential version, and a confidential version of the submitted studies
and other information. Without delay, EFSA would make the non-confidential version on the
submitted studies and information public. In parallel with a shortened period from the date of
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receipt, EFSA would assess the confidentiality claim. In addition, data and information for
whichever confidential request has been considered as unjustified would also be made public.

I believe this is a balanced approach. We have evaluated an option of financial funding from
industry, but it is not feasible to do. We discussed those issues in a very strong manner, starting
with different technical questions, procurement issues and so on and so on, and finally we saw
a lot of reasons. First, the high number of applications for authorisation assessed on the early
basis by EFSA: approximately 450. Second, the fact that the huge majority of these application
are not controversial and do not require the Commission to intervene in the studies. Third, a
large number of studies to support an application for authorisation; and fourth, intrinsic
difficulties concerning the manner in which EFSA or public authorities would choose a specific
laboratory’s open call for tenders, then the administrative procedures, and so on, and the
relevant fees to be paid for carrying out the studies while ensuring the independence of EFSA.
We are not satisfied with such a proposal. We see a lot of arguments against this proposal.

1-019-0000

Chair. – Thank you, Commissioner, for your answers. Would you like to add more or would
you like to leave it there? I think that work has begun. You must gauge the importance of our
joint efforts in the months to come and pay attention to what is going to emerge, because our
report will contain our own comments about what has just been said.

1-020-0000

Vytenis Povilas Andriukaitis, Member of the Commission. – I would like to draw attention
once again.... We will see your conclusions, because it is so important now to have those
conclusions from your side: input proposals and suggestions on how we can improve the
system, because at the end of this year will see a common picture of our efforts, studies, and of
course different scientific advice mechanisms, and so on. It will help us really to present more
comprehensive proposals on how we can move forward in the area of improving our system
and see possibilities to go further. I wish you a very successful job and I will be more than
happy to communicate once again, to help you and to address different questions. I know that
our services will stay here and will have an opportunity to discuss technical questions, but I will
be more than happy to cooperate – collectively, once again, collectively – because I think here
we are all like-minded friends, because it would be good not to have in the future those books
like this one, because it is really a good example of distrust in our system. We need to move
forward without provoking new books.

1-021-0000

(The meeting was suspended for a short time)

1-022-0000

Chair. – I suggest that we start the second part of our session, following the same working
protocol. First of all, I will introduce our guests, whom I would like to thank for coming: Sabine
Jülicher from DG Santé, who will have to leave us slightly earlier because she has a trilogue;
Fintan Butler, principal advisor of the Cabinet of the European Ombudsman; Bob Diderich,
Head of the Environment, Health and Safety Division at the OECD; and Violette Geissen,
professor in the Department of Soil Physics and Land Management at the Wageningen
University of Agriculture.

Each of our speakers will give a 10-minute presentation and we will then move on to a question
and answer session. We will then start with the co-rapporteurs, followed by the coordinators.
There will therefore be one minute per question and two minutes per answer. The member may
then elaborate further for 30 seconds if the answer given is not deemed satisfactory.

I will immediately give the floor to Sabine Jülicher for her 10-minute presentation.
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1-023-0000

Sabine Jülicher, Director ‘food and feed safety, innovation’, DG SANTE, European
Commission. – Chair, I will use my 10 minutes to address two areas on which the members of
the committee have quite a number of questions. One relates to the confirmatory information
in approval decisions, there were quite a number of questions trying to understand better the
system, how it is working and how we are applying it. The other aspect on which quite a number
of questions were received concerned extensions of the approval of active substances in order
to complete the evaluation process.

So to speak first about confirmatory information: this is a system where the requests for
confirmatory information oblige applicants to submit additional information – additional data
– after the approval or after the renewal of approval of active substances. It’s very clear that if
the applicant does not submit this information within the set deadline, then this approval or
renewal of approval is withdrawn, and that is something that actually happens when these
deadlines are not met. We have just recently withdrawn this for an active substance.

I would like to emphasise that with this request for confirmatory information we are firmly
within the provisions of the current regulation dealing with pesticides, so Regulation (EC) No
1107/2009, which explicitly allows to subject the approval of an active substance to the
condition of submission of further confirmatory information to Member States, the Commission
and the European Food Safety Authority (EFSA). This is obviously framed in the legislation,
and the Commissioner already referred to it when the annual requirements are established
during the evaluation process or as a result of new scientific and technical knowledge.
Furthermore, and in exceptional cases, the submission of this type of confirmatory information
may be required in order to increase confidence in the decision to approve the substance.

So there is a frame, and I think it’s also very important to realise that this frame has been
strengthened and clarified in the current regulation, which we’re applying now, as compared to
the previous directive, where there was also the concept of confirmatory information but in a
less well-framed manner. That is relevant when we look at active substances that are subject to
confirmatory information still today.

The Commission has submitted a detailed report to the Ombudsman exactly on this issue. It’s
available online, and there we have explained in great detail how the Commission applies the
provisions on confirmatory data, and to repeat: the criteria set by the European Parliament and
the Council in this regulation are our point of reference under which we are allowed to approve
an active substance while still requesting that confirmatory information.

In this report we explain that there are basically three types of confirmatory information that
were requested by the Commission in the past and under the provisions of the current regulation.
One set of confirmatory information relates to technical specification of the active substance.
This is a very technical term – we heard how long the entire process is, at least three years – so
the specification that the applicant provides of his substance at the beginning of the process
might be rather of a pilot nature, whereas, whenever he makes the step to industrial
manufacture, the specification is updated. So in order for the Commission and in order for the
dossier to be up to date, and for the applicant to be forced to demonstrate that there are no
significant differences between the two specifications, this confirmatory data is requested. In
all the cases that we have studied, about 20% of the use of confirmatory information and
confirmatory data is related to this very technical issue, which is really there to force the
applicant to demonstrate that, by upgrading the process into an industrial process, the
specification is still as it was checked in the assessment.

The second type of confirmatory data relates to the developments regarding the classification
of a substance in accordance with the CLP Regulation. We have a system where at a certain
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stage the applicant is precluded from submitting new information when the assessment is
ongoing. So whilst the assessment is ongoing and a new classification of that substance is
proposed that would be within the assessment process, there would be no possibility of
providing such data. Nevertheless, new classification in the eyes of the regulator may trigger
the requirement for additional data. So that is when the Commission sets the related requests
for additional studies with a clear timeframe, and also a clear frame for the evaluation of that
data.

The last case when we ask for confirmatory information is when there are new developments
in science – when new guidance is available which did not exist when the application was
submitted, or not even at the time of the conclusion of the evaluation process. So all in all,
confirmatory data or the request therefore is a really valid tool, as also provided for in the
regulation, to really strengthen confidence in the approval that has been given.

We informed the Ombudsman that, out of a total of 65 regulations to which the conditions set
out in the regulation applied in full, 24 contained requests for confirmatory information, and
there are quite a number as well just on this very technical specification.

As I said, there is also the case of substances for which confirmatory data has been requested
under the earlier Directive of 1991, and this, as I say, has been less firmly framed. The concept
was already foreseen, but the situations where this data could be required have not been as
clearly framed. So from our point of view we have also an improvement here between the
directive and the regulation of a better frame for asking confirmatory data.

Just quickly: EFSA is always involved in the assessment of confirmatory information. If
necessary, a peer review with Member States will be carried out, and this is a thorough
assessment of that data.

In your questions, you asked why some active substances with carcinogenic metabolites were
approved with confirmatory information. As I explained before, this became necessary, as
during the peer review process, potentially hazardous properties of the active substance which
were not known to the applicant before, or even not to the rapporteur Member States, triggered
the need for generating additional information about the properties of these metabolites.

As we confirmed to the Ombudsman, the Commission will continue to respect its commitment
to have recourse to the request for confirmatory information in a restrictive manner, as provided
by the regulation, and we would like to recall that at this moment we do not apply the concept
of confirmatory information in relation to the so-called cut-off criteria.

I see my time is coming up to the 10 minutes. I would like to speak very briefly about the
extension of approvals, because this is a big topic where questions have also been raised to the
Commissioner. The entire process to review the approval should take three years: that is clearly
set out in the legislation. The various steps at this stage of the reference Member States, at the
EFSA stage, are also clearly framed in time, including the step for the European Commission
to come to a decision within six months. It relates to the question asked by MEP Lins, and yes,
there are delays. I can elaborate in more detail, but we see – and that’s true: there are quite a
number of substantial delays at the stage of the reference and evaluating Member State – certain
delays at the EFSA stage, and also due to the quite complex situation in the risk management
process and in the decision-making phase, there are also delays at the level of the European
Commission.

I just want to say that obviously, decision-making is one of our main tasks as a Commission
service. I just want also to highlight that, besides that, we also have – and that’s actually a very
growing demand on us – a lot of requests for access to information, access to documents,
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parliamentary questions. We do appreciate the interest and we appreciate and cherish the need
to be transparent in the way we are working. I am just saying that overall, our work as a risk
manager is complex, there is a high workload, and again, as the Commissioner mentioned,
sometimes decision-making is not as smooth, because we have quite a number of very complex
cases, also with conflicting views of Member States. I don’t want to overrun more.
1-024-0000

Fintan Butler, Senior Advisor in the Cabinet of the European Ombudsman. – At the beginning,
may I say that the European Ombudsman, Emily O’Reilly, unfortunately cannot be here today,
and she’s asked me to speak on her behalf instead. And maybe just a few preliminary points
about the European Ombudsman before getting on to the main issue of the afternoon.

The European Ombudsman’s office is an independent, statutory office. It’s provided for in the
EU Treaties and recognised in the Charter of Fundamental Rights. The Ombudsman deals with
suspected maladministration in the institutions and bodies of the EU, and she does this by
inquiries, either following complaints made by ordinary citizens or businesses or, if she decides
to do so, she can start an inquiry on her own initiative. The final preliminary point is that, when
the Ombudsman deals with issues where there is decision-making based on scientific evidence,
the Ombudsman doesn’t try to second-guess the scientists and focuses largely, but not entirely,
on procedural matters, for example whether the correct law has been applied, whether the
correct procedures were followed, whether there was any very obvious or manifest error in the
conduct of the operation. Of course, that qualification about looking at procedural matters only,
applies particularly in something like the pesticides issue.

I think the Ombudsman’s most detailed engagement with the issue of pesticides arose in an
inquiry she conducted and which was finished in early 2016. The complaint which prompted
the inquiry came from the NGO Pesticide Action Network (PAN) Europe, and it concerned the
approval of active substances and their placing on the market as pesticides. This, as we’ve been
hearing already, is an extremely complex area. In order to make the very detailed complaint
manageable, the Ombudsman broke down the inquiry into four separate issues, and I will very
briefly explain each of the issues and what the outcomes were.

The first issue had to do with the Commission’s approval of active substances, while at the
same time requesting information – data – that would support that approval: the confirmatory
information procedure or confirmatory data procedure, as it’s generally referred to. The claim
being made by the complainant here was that, in essence, the Commission is approving
substances without having enough information to be able to conclude that the substance does
not in fact pose undue risks to the health of humans, animals or to the environment.

The Ombudsman’s assessment, following her inquiry on this issue, was that the Commission’s
reliance on this confirmatory information procedure was not really compatible with the
legislation, and at that time all of these cases that were being looked at by the Ombudsman were
dealt with under the previous regime – Directive 91/414 – which applied that time. Overall, the
Ombudsman’s assessment was that the reliance on the confirmatory data procedure for the cases
raised by the complainant in fact amounted to maladministration.

In the meantime, the 2009 regulation came into effect in June 2011. In principle, it allows for
an approach based on the use of the requesting of confirmatory information. The Ombudsman’s
view expressed in that decision from 2016 is that, under the current legislation, this
confirmatory data procedure should be used with great caution and restraint and strictly in
accordance with the conditions for the use of that procedure, which are set out in the 2009
regulation.
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On this issue, the Ombudsman proposed to the Commission that it should use the confirmatory
data procedure only where it was justified, strictly in accordance with the legislation, and in
particular, with full regard to the precautionary principle, which should apply.

So that was the first issue dealt with in that Ombudsman inquiry.

The second issue: the complainant had identified ten specific substances which had been
approved by the Commission using the confirmatory data procedure, and the complainant
argued that these should not have been approved, because the European Food Safety Authority
(EFSA) had identified data gaps and risks. All of these ten substances had been approved under
the old regime – Directive 91/414 – and thus, under that regime, there was actually no explicit
provision for using a confirmatory data approach.

In her assessment, the Ombudsman noted that these ten substances had actually been approved
many years earlier and that the Commission had not yet completed the assessment, which would
be based on the additional information that was to be provided. Of course, this meant that, if
the additional information, when provided, revealed that there were problems – gaps, risks –
that hadn’t been properly assessed, this would mean that those substances would have been in
use for a period of years when presumably they should not have been in use, and that in fact
they would have been posing a risk to human and animal health and/or to the environment.

The Ombudsman was not convinced that the Commission was using the confirmatory data
procedure only in cases where was no particular problem, so the Ombudsman proposed that the
Commission should complete its assessment in these ten cases (which had been hanging for
some time) and that it should take whatever action might be necessary following the completion
of the assessment. The Ombudsman also asked that the Commission would take this same
approach – if you like, expediting consideration of these cases and all other cases that were still
pending.
The third issue raised in the complaint was that the Commission was not being sufficiently
specific in its approach to setting out mitigating measures in those cases where it was approving
an active substance. The Commission, as I think we probably heard already, argues that these
mitigation measures are best set by the individual Member States for all kinds of reasons and
that the Member State is better placed, depending on the conditions which apply in the Member
State, to actually decide what the most suitable mitigating measures might be.

The solution that the Ombudsman proposed in this case was that she acknowledged that the
current system is based on a division of responsibilities between the Member States and the
Commission. However, the Ombudsman did take the view that the Commission was in many
cases too lenient in leaving the definition of mitigating measures to the individual Member
State, and she proposed that the Commission would review its approach and include more
specific mitigating measures, especially in those cases where EFSA had identified issues of
concern.

The final issue, which I touched on very briefly, concerns the auditing by the Commission of
the extent to which Member States actually enforce the conditions and the restrictions on
mitigating measures set by the Commission. In this case the Ombudsman proposed that the
Commission should review its approach to auditing, to ensure that audits would be done more
frequently and in a more timely manner, and in particular the Ombudsman proposed that, where
the Commission amends or withdraws an approval, it should pay close attention to how this is
actually implemented or dealt with at Member State level.

So that was the Ombudsman’s inquiry and the Ombudsman’s proposals. What happened next?
In broad terms, the Commission accepted the Ombudsman’s proposals, and at that stage, the
Ombudsman asked the Commission to report back within two years on the steps it had been
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taking to act on those proposals. And as you’ve heard, the Commission earlier this year did
provide a detailed report to the Ombudsman relating to the issues and the proposals made by
the Ombudsman in 2016.

As we also know, the complainant – PAN Europe – has, in the meantime, written to the
Commission giving its observations on the Commission’s report to the Ombudsman. PAN
Europe does not accept much of what the Commission has reported, and PAN Europe has asked
that the Commission would reply to it on its comments on the present situation.

At this stage, the Ombudsman is not commenting in any specific way on these matters. There
is just one factual matter that is worth mentioning, and that is that, of the ten substances which
were reviewed, which PAN Europe had identified and when the Commission reported back
earlier this year, it indicated that, following the additional information provided, it had imposed
additional restrictions on two of them. In one case, the revised approval meant that there were
limits imposed on the application rate of the substance. This restriction (it’s worth saying) came
five years after the original approval, and during that time the substance was being used at rates
which the Commission now accepts were not appropriate.

The second case, and I will finish on this, concerns malathion (if that’s correctly pronounced).
The Commission has now decided that it intends to restrict its use to greenhouses – that is for
indoors only, not for outdoors – because of an unacceptable risk to birds. This restriction cannot
be imposed for the time being, pending a notification process to the WTO, which we were told
is currently under way, but again it’s worth noting that this substance has been in use for eight
years now on the basis of an approval which, when originally given, the Commission now
accepts was not sufficiently restrictive.

1-025-0000

Bob Diderich, Head of Environment, Health and Safety Division, OECD. – I was asked to talk
about the OECD principles of good laboratory practice and OECD test guidelines as they are
being used in many countries in the process of the authorisation of pesticides, as well as for
many other chemicals.

You all know the history of why good laboratory practice was developed. It was a response to
the widespread fraud of contract laboratories in the United States in the 70s. What I would like
to do here is to try to give you a broader view of why good laboratory practice has become an
international standard and why it is not just used at national level. I have tried to provide detailed
responses to the questions that I have been asked, but I would like to take one step back and
provide you with a slightly bigger picture of why good laboratory practice exists as an
international standard.

The problem is that there are more than 100 000 chemicals on the markets of OECD countries.
About a thousand new chemicals come on the market every year and ensuring the safe use of
those chemicals is very resource intensive for both industry and governments, as you have seen
with pesticides in the European Union. The response that countries can provide to this issue is
that, by harmonising our risk assessment methodologies, we can share the burden of ensuring
the safe use of all of those chemicals between countries. The more our risk assessment
methodologies are harmonised, the more the work that is being done in one country can be
reused in another country.

One of the instruments that has been developed at the OECD to respond to that problem is what
we call mutual acceptance of data. In the 1980s, OECD countries agreed that, if tests regarding
the safety of a chemical are performed according to OECD test guidelines and OECD principles
of good laboratory practice, then those results will be accepted for regulatory decision making
in any country that has adhered to this system. Currently it is all OECD countries plus six
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partner countries. By doing so, we are avoiding duplication of testing and non-tariff trade
barriers so every chemical only has to be tested once and not several times according to different
national standards. It also facilitates cooperation between countries and, as I mentioned, a risk
assessment done in one country can be reused to some extent in another country.

I’ve been asked whether good laboratory practice is a guarantee of good science. The answer is
no. What is a guarantee of good science is the OECD test guidelines. We have developed over
many years a collection of test guidelines to test for all types of properties that are relevant for
developing a good risk assessment, be they physical or chemical properties, effects on biotic
systems like aquatic organisms, degradation and accumulation in the environment, and health
effects on mammals, but also more specific types of guidelines like, for example, pesticide
residue chemistry. Overall we have more than 150 of those test guidelines.

The question I am always being asked is whether they are up to the latest scientific standard.
Standardisation is of course never going to be in front of scientific development, but we have
systems in place to make sure that our test guidelines are updated frequently to improve and to
be in line with the latest scientific developments. We update or develop new test guidelines.
We publish between 10 and 20 updated or new test guidelines every year.

Good laboratory practice, as I mentioned, is not about the science. It’s about quality control and
rules for laboratories that perform those tests. They talk about the responsibility of test facility
management, the roles and responsibilities of study directors, the study personnel and the
quality assurance personnel, the suitability of facilities and equipment, standard operating
procedures, documentation of raw data, archiving of records and so on. So good laboratory
practice is really about quality control to ensure the integrity of the test results.

How do we ensure trust between countries in the system? Every country that is part of the
system has to establish a national compliance monitoring authority that inspects laboratories to
ensure that they are compliant with good laboratory practice and that they are also inspecting
or performing study audits to ensure that studies are performed according to the guideline.
There is also a system in place to ensure that study results received in one country that have
been developed or generated in another country can be audited through the network of national
compliance monitoring authorities. If Australia receives the result of a test that has been
performed in Canada, it can ask the national compliance monitoring authority in Canada to
inspect that study and to do a study audit of that test. Every compliance monitoring authority is
also inspected, regularly going through a peer review, to ensure that countries have more or less
the same approach to study inspections and laboratory inspections.

Just to finish, the scope of good laboratory practice and test guidelines covers all non-clinical
tests so everything that is not on humans. We cover industrial chemicals, pharmaceuticals,
pesticides and biocides, but also veterinary drugs and food and feed additives.

I will leave it there and will be happy to answer questions.

1-026-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – Chair, first of all, thank you for inviting me here. I would like to
take you with me on a journey away from procedures, to soil science. I will show you today the
importance of the effects of pesticides on soils. Soil is the skin of the world and the base for our
food production, so I will show you something about pesticide use in Europe.

Do you have any idea how many pesticides are actually on the market? We are actually talking
about 2 000 pesticides with more than 500 different active substances. Earlier, I heard
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something about glyphosate; it’s not the only one. We are talking about 2 000 substances of
which, as you can see here in Europe and all over the world, the use is increasing. That’s a fact.

How can we make a risk assessment to have a look at environmental and human exposure?
What we can see here in the ecosystem approach, if a pesticide is applied to the ecosystem, it
first of all comes to the plant and then it enters the soil. From the soil it can be moved to the
surface water body and there affect potentially aquatic life or come to the ground at the bottom
of the surface water and stay there in the sediment. It can also be taken up by plants. My
colleagues from the Analytical Laboratory in Wageningen found, in some bottles of wine, 26
different pesticides. What can also happen is that pesticides can be leached to the groundwater,
which you may all know from the scandals of atrazine in earlier times, and then ending up in
the drinking water.

What can also happen is that it can be transported with wind erosion. You all know the days in
spring when your windows are not clean any more – they are full of dust. This dust comes from
agricultural areas, from the soils – but what does this dust contain?

All these effects can affect the soil environment, the water environment but as well, lead to
direct human exposures.

I will talk about whether we have techniques of remediation of soils. If you find these pesticides
in the soils (and the aim of us all is, I think, sustainable management) – but what does it mean?
Let’s have a look at what kind of risk assessment we actually have, and what is missing. You
see here on the left side the leaching and the uptake by plants; this is covered by EFSA, which
is using different models to simulate the transport of pesticides into the groundwater and test
residues in food and always write reports on this.

Drift after application is, as well, modelled, and we can estimate the risk. However, there is no
evidence of what happens when pesticides are transported with wind erosion. I will show you
some of our results. This risk is not at all considered in any regulation at this moment.

What about water erosion? People amongst you who live in hilly areas know that after heavy
rainfall not only water is running downhill, but a lot of suspended eroded soil as well. Until
now, the modelling procedures of actual authorities do not consider this particulate transport of
the pesticides which are absorbed into the soil. Runoff: the water component of runoff is
considered.

What we did, and what I think you should know: we made a first assessment of European soils
based on the LUCAS database, which means it is a European Monitoring Programme which
was initially made for texture, pH and organic matter in soils, but we analysed the first time 317
soil samples, and of these we published an article about glyphosate and AMPA, which was
present in about 45% of European topsoils, of agricultural land. But what we found out now in
all this data which has not yet been published (the paper is under review): 83% of all tested
European topsoils contained pesticide residues, and we are not talking about one pesticide or
two here. No, we find up to 13 compounds in one soil sample. We analysed only 74 active
substances, not all 500, but we found 43 different residues. Nobody knows the effects, either
on animals or on humans by exposure: we don’t know anything about these mixtures. They are
not included in the actual risk assessment procedure process at all.

What about – as I said– wind erosion processes, water erosion processes. We first made an
analysis. What we found out was that – you can see here the transport of pesticides attached to
the soils with wind erosion and water erosion – in the North of the Netherlands, 10 mg per
kilogramme of glyphosate in the dust deriving from agricultural fields, and this glyphosate is
attached to the direct lung-relevant particles. This means that if people are walking in this area,
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they directly inhale these particles. There are no studies on the toxicology of these particles and
glyphosate going directly to the lungs. There is no toxicology existing. And we know that
glyphosate is not the only pesticide which is absorbed to the dust. What we also know is that
on the topsoils of the soils, when it is eroded, the pesticide is absorbed to the finest soil fraction,
and it is then two times higher in the eroded soil than in the topsoil.

Let’s go back to the soil life. I told you that one million species live in soil, and in one teaspoon
of soil, you have more organisms than there are people in the world. So what EFSA now does
is that they test the acute exposure – the chronic exposure – and then they look at whether this
substance is toxic for soil life or not. They test two species of compost worms, two species of
springtails, one mite and the N-mineralisation. But, as I told you, that is five species – and more
than one million species are living in the ground.

So, can we say that there is no risk for soil organisms if we test five 5 species? The FAO recently
published an article where they show that community structure changes of soil organisms are
the ones which are effected by persistent applications, and not single species.

I always ask farmers the same question: What have you observed in the last 20 years in your
soils? And all farmers – it doesn’t matter where I go – answer the same: We can no longer get
rid of the fungi which attacked our plants; we spray more new fungicides, but we cannot get rid
of these soil-borne diseases. Why? And here you can see a fantastic figure. I love it a lot. The
bad ones, the good ones and the ugly ones: they all live in the soil in the rhizosphere (that is the
root zone of the soil). They have soil organisms which are beneficial for the plants; they help
the plants to grow. We have the bad ones which make plants ill with the soil-borne diseases.
And you have the ugly ones: these are the human pathogens like Staphylococcus or others.
What happens if in this case, for example, your apply glyphosate? Glyphosate kills all
organisms which have certain protein syntheses called the shikimate pathway. What glyphosate
does is to kill the good soil bacteria, and what suppresses them is the fungi, and we find it was
all potato farmers and wheat farmers – fusarium, a specific disease in potatoes and in wheat.
They increase and increase, and they don’t get rid of it, and the good soil organisms, for example
mycorrhiza, which makes phosphate available in the soil, is also killed.

My conclusions are that the approval procedures for pesticides should be adapted, testing no
observed effect concentrations should be done not on soil organisms but on community shifts.
The predicted environmental concentrations. For pesticides in soil should be validated by field
data. It is very important to test mixtures of active substances and formulations (and not only
active substances) to see the real effect in the soils, and it is important to test them by
independent organisations. And then, if these different laboratories he was talking about have
different values, then please choose the lowest one. This is the precautionary principle.

What is very important is that there should be monitoring programmes and that we make
threshold values on a European scale for our pesticide residues in soils. At the moment these
do not exist. We only have a threshold values on a national level for banned pesticides like
DDT and others, but for approved substances we do not have any threshold values. My idea is
that we can look at the approval procedure, but we also have to look at what happens, because
we know that many substances are approved, and as we have heard earlier, they are then
withdrawn from the market.

My ideas is, if they are detected in more than 10% of the samples – either water, soil, dust or
food – they should be reconsidered for approval or banned. What is very important is that we
have sustainable farming systems. They exist. Governmental programmes are needed to support
farmers to apply them. We are still applying pesticides as we did in the ‘60s. Farmers apply
them to the whole field, although we have robotica to detect to the point where the pests are,
where viruses are, where fungi are.
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So, please support Europe to come to the new modern agriculture.

1-027-0000

Chair. – Thank you for your contributions. We are now going to begin our discussions, which
will follow the ping-pong method. I shall give the floor to Norbert Lins for a minute.

1-028-0000

Norbert Lins (PPE). — Chair, I have a question for Mr Diderich. Thank you for familiarising
us with good laboratory practice (GLP), and for explaining how the system was constructed. In
the discussion on which studies should be consulted when reviewing substances, it is often
purported that more independent research should be taken into account, research that does not
follow GLP. What do you think of this? What benefits and drawbacks do you see when
comparing GLP and independent research?

1-029-0000

Bob Diderich, Head of Environment, Health and Safety Division, OECD. — Thank you very
much. My German is not quite up to the task of answering, so I will give my answer in English.

Two points: first, nothing prevents the risk assessor taking into account all studies. There is no
restriction, and all risk assessors that I know take into account all studies. The advantages of
non-standard, non-guideline studies done by research laboratories are that they may look at
things; they may advance the science. They may look at things that have not been standardised
yet, so they may find issues that you maybe wouldn’t find with standard methods. The
disadvantage is the issue of reproducibility. One advantage of the standardisation of test
methods is that they have proved to be reproducible across multiple laboratories, which research
laboratories would not necessarily have done. So very often – especially if results are slightly
out of the ordinary – risk assessors may have the problem that they do not know how to use
them, because reproducibility has not been established. So those are the advantages and
disadvantages of using non-standard test results.

1-031-0000

Bart Staes (Verts/ALE). – Thank you, Chair. Thanks to all of the speakers for their
interventions and contributions, I would like to ask questions to all of them, but I have to choose
one and I choose Professor Geissen.

Professor, you basically told us that the approval procedures for pesticides are not sufficiently
strong to assess the effects of pesticide residues and their mixtures on soil. Could you explain
a little bit more why in your opinion the concept of unacceptable risk to the environment has
never been used as a reason to or not to authorise a pesticide. Could you elaborate a little bit on
that, and also on the conclusions you had to enumerate in a few seconds?

1-032-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – There are two things. One is standards, what we have now in Europe
for testing the risk of pesticide application on soil biota. And, if the existing methods: testing
earthworms, springtales, mites, and in the N-mineralisation bacteria reveal there a risk or there
is an effect, these active substances will not be approved on the market. So, if there is an
environmental effect seen in the existing norms and procedures, it will not be approved.

But, these procedures, developed maybe 30 years ago – only the N-mineralisation procedure is
younger – are based on the technologies which were available at that time. Nowadays, we can
make DNA sequencing of soil organisms, which was not possible in earlier times. So now with
modern techniques we can see who really is living in the soils, and what changes to the structure
of communities are made by applying pesticides.
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What we are thinking is that we should change the procedures to make use of the modern
technologies which are available now. Then we could see what is really going on in different
soils and we could elaborate standards. I agree with you that we need standardisations, but
based on modern, up-to-date, up-to-science technologies. This is not the case at the moment.

The other thing is that mixtures have never been tested – it is single-substance, single-animal
or single-soil organisms. This is not the reality.

1-033-0000

Simona Bonafè (S&D). – Chair, honourable Members, I would also like to thank everyone,
and especially Ms Geissen for the report and for the ideas she has put forward.

My question, however, is for Mr Butler. You firstly said, quite rightly, that the European
Ombudsman is not looking to take the place of scientists, but to correctly assess the procedures
and, in particular, to verify that the procedures respect the precautionary principle and the
criterion of transparency, and it is on that specific point that I would like to focus. Earlier, during
the hearing of the Commissioner, you understood how sensitive Parliament is to this issue,
partly in order to avoid potential conflicts of interest.

So, my question is this: the European Ombudsman has on several occasions investigated
transparency within the Standing Committee on Plants, Animals, Food and Feed in the
procedure for the approval of an active substance by the Member States. During the most recent
hearings the Committee stated that transparency is ensured by the minutes that are published
after each meeting. I still believe that those minutes are not sufficient to guarantee transparency,
and I would like to ask you for your opinion on the subject. Do you believe that these notes are
sufficient to guarantee the principle of transparency, which citizens have on several occasions
demanded? If not, on the basis of the public consultation that you have launched, could you
give us some suggestions on how to improve the transparency of the procedure?

1-034-0000

Fintan Butler, Senior Advisor in the Cabinet of the European Ombudsman. – Unfortunately,
the European Ombudsman has not dealt with the issue of transparency in this particular context.
Transparency is something which she has looked at in a number of other settings but not in this
particular one. The manner in which the Ombudsman works is that conclusions she reaches, or
comments she makes, mostly follow from inquiries, and inquiries mostly as a result of
complaints made.

So, I’m afraid it is a situation in which the Ombudsman has not actually made any view public
on the question of transparency in this very particular context. I’m sorry that I cannot really be
of any great help to you on that at this stage.

1-035-0000

Anthea McIntyre (ECR). – Thank you, Chair. I would like to put a question to Mr Diderich
please. Mr Diderich, to help my understanding, in your second slide you told us that there are
about 1 000 new chemicals every year. And yet I know that since Regulation (EC) No
1107/2009 has been in force – we are in the seventh year of its application now I think – only
eight active substances have been approved, authorised and brought to the market. There have
been 57 applications submitted for actives. Going back to the eight active substances that have
been brought to the marketplace four are conventional chemicals and four are low-risk
substances.

So I know under the previous legislation, which was Council Directive 91/414/EEC, I
understand that there was an average of 8.6 new substances each year, and under Regulation
(EC) No 1107/2009 the average is about 1.2. Can you help me square the circle with those very
low figures I’ve just talked about compared with your 1 000 chemicals?
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1-036-0000

Bob Diderich, Head of Environment, Health and Safety Division, OECD. – The figure that I
mentioned is for all types of substances, not just pesticides, so it includes industrial chemicals,
biocides, pesticides, pharmaceuticals and so on, and the bulk of those are really industrial
chemicals. The reason why there’s so little pesticides is, of course, the incredibly high cost of
developing the active ingredient and testing the full dossier for the authorisation, whereas for
industrial chemicals the requirements before putting on the market are much lower – the barriers
to putting on the market are much lower, and therefore the number of new chemicals that are
coming out of research and are being put on the market is so much higher. It’s really about the
cost of the dossier and the research involved in developing the different types of chemicals.

1-037-0000

Anthea McIntyre (ECR). – Can I ask, as this is the Pesticide Committee, if you could tell me
– if that figure was just for pesticides – what number would replace the 1 000?

1-038-0000

Bob Diderich, Head of Environment, Health and Safety Division, OECD. – It would be more
in the 10 to 100.

1-039-0000

Frédérique Ries (ALDE). – Chair, we have spoken a lot about emergency measures and
Article 53 in our previous meetings. We are talking a lot here, as we have done from the start
on this panel, about confirmation information, namely the additional information required from
applicants after approval. This is obviously the problem: it is required after approval. This is
clear to see and it has been clarified at length that there is a difference in understanding between
the Commission and the services offered by the European Ombudsman. Mr Butler reminded us
of this and Mrs O’Reilly has described this bad management process, which in certain points
does not comply with regulations. I am only mentioning some of her conclusions.

I would like to come back to the follow-up to the Pan Europe complaint in 2013. There were
investigations, recommendations, suggestions and proposals from the Ombudsman in 2016, and
then this report from 14 February 2018 and the way in which it was understood and interpreted,
and the Commission’s responses to it, which were totally unsatisfactory to NGOs who believed
that they had not been heard at all.

I don’t know to whom I should ask this question. Perhaps we could share the answer between
Mrs Jülicher and Mr Butler, but at the same time, it has already been said that the Ombudsman
no longer really wanted to answer these questions. However, I would like to know how the
Commission feels that it has responded to these concerns and whether the Ombudsman believes
that it has been heard and, if not, how will it make itself heard.

1-040-0000

Sabine Jülicher, Director “food and feed safety, innovation”, DG SANTE, European
Commission. – I will probably repeat myself a little bit. Obviously, as I said, we have taken the
Ombudsman’s report and the views very seriously. In reply, in February, we have given a very,
very detailed account of what we have been doing substance by substance with all the
explanations. Currently, it is actually with the Ombudsman to assess or evaluate the suitability
of the Commission’s answer.

You mentioned the NGO that complained already or back in 2013, to the Ombudsman. This
NGO also informed the Commission that it was basically not satisfied with the Commission’s
answer and what we have done, just now in May, we have replied back to the NGO and
explained further and provided more clarifications and explanations on all the points that the
complainant or the NGO raised to us. We have been back in reply to the NGO. We have replied
diligently to the Ombudsman. We are committed to use the confirmatory data provision
restrictively. So, that is what I can tell you.
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The other thing I can tell you is that it is complex. You will see that in our reply to the
Ombudsman that this is a complex issue, also the transition between a previous set of legislation
and the current set of legislation, and then the various instances, but we have made every effort
to explain our actions and why we considered they were well framed or well taken within the
frame of the legislation.

1-041-0000

Fintan Butler, Senior Advisor in the Cabinet of the European Ombudsman. – I think it is
important to point out that all of the examples dealt with in the Ombudsman’s 2016 inquiry
report, all of those cases were actually dealt with under the previous regulatory regime –
Directive 91/414 – so the Ombudsman has not actually looked into to practice under the 2009
regulation.

We have no cases in which we have examined how that process is working. The Ombudsman
did express the view that she was worried that the explicit provision for a confirmatory data
approach, which is now in the 2009 regulation, she was worried that that might not be handled
in a sufficiently cautious manner, but we haven’t actually looked at that as a result of any
complaint received.

On the question of the report which we received earlier this year from the Commission – the
two-year report as we refer to it – our understanding is that it is probable that there will be a
complaint on those issues. A complaint on the question of whether the Commission’s current
practices are as the Commission describes them, or if they are instead not actually matching the
standards that the Commission says it is meeting. As of now, the Ombudsman is reluctant to
express any views on that because it is very likely to be something on which she will have to
express a view, formally, after an inquiry. So we’re staying rather silent on that at the moment,
because to do otherwise might be to prejudice an inquiry that is likely to be forthcoming.

1-042-0000

Anja Hazekamp (GUE/NGL). – Chair, I have a question for Mr Diderich. We are talking here
about mutual acceptance of data based on good laboratory practice, and this system is based on
inspections of good laboratory practice. Knowing that there are about five GLP inspectors in
the USA and knowing that – at least according to the database of the Environmental Protection
Agency – in 10 years, Monsanto’s research lab had only one inspection, could you explain why
we should have so much confidence in the system of mutual acceptance?

1-043-0000

Bob Diderich, Head of Environment, Health and Safety Division, OECD. – Firstly, two
answers. First, the small amount of resources that EPA has put into their inspection authority
has had quite a negative impact on use of American laboratories for good laboratory practice
studies. This has been a known problem over the last few years, so there were far fewer studies
being performed in the US because industrial companies that wanted to do testing were afraid
that there would be a lack of trust.

In the meantime, the monitoring authority at the EPA has found a way to increase their resources
to step up the number of inspections of laboratories. Having said that, there are two monitoring
authorities in the United States: one at the EPA and one at the FDA. The FDA is much better
staffed and is doing many more inspections. So we are hoping that this is a temporary issue that
is being resolved now.

1-044-0000

Mireille D’Ornano (EFDD). – Chair, my question is for Professor Geissen.

In your answers to the preparatory questions where we asked you about what the alternatives
could be to copper-based fungicides, which the Julis Kühn Institute warned us were dangerous
during a previous hearing, you stated, to your knowledge, that there were no products on the
market which could replace these copper fungicides and that research was ongoing.

Page 106 of 237



19-06-2018 25

I would like to know why there is no alternative. Is it not technically possible, based on current
scientific knowledge, to develop products which would enable us to manage without copper
fungicides, which pose a danger which is noted by many experts? Or is this lack of alternative
products due a lack of interest from the pesticide industry in general, which would prefer to
concentrate on a product which, in its eyes, has proven to be effective, rather than focus its
research on a non-copper product?

1-045-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – Thanks for the question. There are two things. One is that copper
sulphate accumulates in soils. In comparison with normal pesticides or chemical pesticides
which are used in non-organic agriculture, they are transformed and then can then decay in soil
and gradually reduce in quantity, while copper accumulates. This is the reason why many
people, myself included, think that copper sulphate is not good for, for example, organic
farming because copper just accumulates year after year in the soil.

It is not toxic per se, it is a micro-nutrient. But if the amount of copper exceeds a certain value,
then it becomes toxic for plants. It is true that on the market there currently are no market-ready
alternatives for copper sulphate as a fungicide.

But what is on the market? There are fungi-resistant plants, for example for wine where it is
used a lot, there are new varieties on the market which should be planted and then you get rid
of the problem and you don’t have this attack by fungi. The whole agricultural system now is
more or less based on ‘we see a pest and then we treat it’, but we should start from the seed to
the harvesting. There are more and more seeds and plants being developed that they are resistant
to pests and fungi.

We do not have a substitute for copper sulphate – no, there is no organic one – but there are
resistant plants which should be used. Does that answer your question?

1-046-0000

Philippe Loiseau (ENF). – Chair, my questions are for Mrs Geissen.

Mrs Geissen, in your written answers, you mentioned problems linked to the soil. Could you
explain to me, as a farmer, the real and long-term impact of glyphosate on the fauna and flora
in the soil? More generally, are you able to assess the extent of the soil pollution linked to this
herbicide in the medium or long term?

On the subject of replacement products (when it comes to this matter, I would like to point out
that this a problem which has been mentioned very little here and, moreover, since the start of
our hearing cycles), as you know, farmers are often considered polluters, but I would like to
make it clear that, in fact, products are suggested to them (I would even say forced upon them),
which of course are intended to improve yields and to provide a benefit which is unfortunately
cruelly lacking, especially during this crisis period. If you eliminate glyphosate, would it
therefore benefit other solutions that would help to even reduce environmental footprints to
healthy levels and be equally effective, without resulting in additional costs for farmers? Do
you agree with this? If you do, then, in your opinion, are there products or techniques which
would meet these criteria, while maintaining, of course, the same cost effectiveness ratio for
farming professionals today?

1-047-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – There are alternatives, and that is the interesting thing. But what
happens with glyphosate, just to tell about the effect – I don’t know whether you have the same
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experiences as other farmers – the soil life is completely in imbalance after years and years of
glyphosate application due to … what do you have as cultivations?
1-048-0000

Philippe Loiseau (ENF). – I am a cereal grower. I grow lots of wheat, barley, bere, rape and
maize too. Simply based on my observations of my lands, I do not think that the chemical
fertilisers and plant protection products that I use have a real impact on the soil, on the face of
it, at least. Scientific data are another matter. However, as far as I am concerned, my yields are
staying the same, and are even increasing regularly. Beyond that, it depends on the climate, of
course, but I have not seen a real impact on the health of my lands.

I just wanted to mention in passing just now that everyone here is using the term ‘pesticide’. I
can assure you that it is a term that I reject, because there are no pests in plant protection
products. There are dangerous products, of course, but there are no pesticides. That is just
something that I wanted to correct.

1-049-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – I think that is an English term, ‘pest’. We can call it something else.

I just wanted to say that in, for example, Switzerland and Denmark, they have now developed
robots which detect the weeds in the fields by infrared. They go into the fields and detect by
infrared the weeds you don’t want to have in your fields. Then if the weeds are deep rooted,
they take them out with a kind of tool – I don’t know what to call it – and if the roots are shallow
roots, they take them out with a knife. These robots cost EUR 5 000. They are small, they have
bobby cars for children – you may know them, they have the same farm and are also developed
in the Netherlands.

They take hens out making photos so that you can do the weed control in the rows. If you have
maize, for example, you do it in the rows because they are programmed in such a way that they
know that maize is planted at a certain distance – 30 cm. If they find a weed in between the
maize plants, they take it out.

They also have robots which do not apply glyphosate to the whole field, but will detect by
infrared exactly where the weeds are and then will spray glyphosate once. I always say that this
is the modern way of farming: to go exactly to the place where you have a problem and treat it
there.

It’s the same as endoscopic medicine. They don’t cut your whole belly open to take something
out now, but they do it endoscopically, and we can do the same thing in modern agriculture.
The costs are not higher once you have bought these robots. This is a one-off investment, and
we know that the CAP has now been reorganised. So sustainable farming, if you get an input
investment or help from the government, is a sustainable future and an alternative to glyphosate.

1-050-0000

Philippe Loiseau (ENF). – What you have said is perhaps possible when growing maize, but
growing wheat or barley, for example, seems far more complex to me, because you know that
the plants are planted very close together and this is certainly a problem, in my opinion. We are
still far from being in a position to use this technique on cereals.

1-051-0000

Herbert Dorfmann (PPE). — Chair, Ms Delahaye had to leave and has asked me to say a few
words. No, I believe, on the whole, we sometimes forget that what we are effectively speaking
about are bioactive substances, and bioactive substances obviously affect a wide array of
systems. And the effects which Ms Geissen talked about are evidently a side-effect of the
application of such substances. And therefore, Ms Geissen, I agree wholeheartedly with your
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last sentence, not with everything which you said before that, but very much with what you said
in your last sentence. That means, I believe that we think far too little about where and how we
apply all this. That means, we really do have explore the technology much more intensively —
application technology, that is — and with new possibilities in application technology.

Farmers don’t usually treat plants because it’s fun to drive up and down the field with the
sprayer, or because it’s particularly cheap. It is, in fact, neither fun nor cheap; on the contrary,
it is very expensive. And I think that targeted application would also lead to a reduction of costs.
We need to be thinking about that a lot more, I feel.

For that matter, we should also be thinking about the issue of resistance, which you touched
upon, which also has another effect. Unfortunately, we are also very careless when we import
plants and fruits and products into the European Union, and the accompanying diseases as well.
If, for example, one thinks of the amount of plant protection products which we have been using
in recent years because we brought spotted wing drosophila to Europe, or Xylella fastidiosa, or
a great number of other things that we bring into Europe with an import carried out carelessly.

So I would just like to ask the question again: To what extent can we also bring this technical
aspect into the debate, since it seems to me to be very, very important?

1-052-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. — Which debate do you mean?

1-053-0000

Herbert Dorfmann (PPE). — The debate over plant protection products, and how we use the
substances — to move away from only ever discussing the issue of the substance itself — and
the technological possibilities we have to apply as little as possible of this substance to the
ground and soil.

1-054-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. — I think that that is a very, very good approach. And this approach
— and I think this does need to be introduced to the debate — is moving away from treating
the whole area. When you think about how many weeds there are in a field, and you’re spraying
the whole area — that doesn’t make any sense. This means, I think it’s very important to include
it in the debate — and perhaps in certain authorisation procedures as well, you’d know a lot
more about that than me — to actually stop whole-area treatments. So that we apply pesticides
— and we have the methods, the technology exist — in a targeted manner, and first and
foremost from a preventative standpoint: are there actually any pests there? That we also use
robots, which see, for example, that there are so and so many aphids, and then a little hand
comes out and takes the leaf away.

All of these techniques exist, and we really need governments to provide the input funding for
these things to be established in the Member States.

Does that answer your question?

1-055-0000

Pavel Poc (S&D). – I would like to thank Professor Geissen for making a lot of very relevant
statements and recommendations, but my question will be to the Commission, because I am
afraid that most of these statements are in direct contradiction with the answer from
Mr Tarazona of EFSA last time, when I asked how far glyphosate was tested for influence on
the soil – the ecotoxicology of soil. Mr Tarazona answered, and I quote: ‘Yes, the effect on soil
organisms is part of the conclusion, and all the documents are publicly bla bla bla, one specific
chapter is for soil organisms’, etc. So apparently this is in direct contradiction with what was
stated by Professor Geissen.
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I would like to ask the Commission to explain this contradiction, because it was my opinion as
well that glyphosate was not apparently tested enough, especially its influence on the soil
microbiome, especially when it comes to the composition of this microbiome. Because there is
a common metabolic pathway for plants and for microorganisms. So could you elaborate a bit
on this please?

1-056-0000

Klaus Berend, Head of Unit, Head of Unit, DG SANTE. – Thank you, Chair. Thank you
Mr Poc, for the question. I think you are referring to the written answers that EFSA has given
to the questions that were sent for the hearing on 7 June, and what Mr Tarazona said in the
meeting, that indeed the concentrations that were found in the study by Ms Geissen and others
are in the range that EFSA estimated and predicted, based on the evaluation that was made and
the dossier on glyphosate.

He also confirmed that – and Ms Geissen said this herself – at the moment there are five
organisms that are tested at the moment when looking at the impact on the soil. She said in her
recommendations that this should be enlarged and there should be more tests done on more
species, different ways of testing, and more modern techniques. These are all elements that are
related to updating the guidance document and adapting it to technical and scientific progress,
and we in EFSA are of course interested in doing that.

So I don’t see this as an obvious contradiction. It is just within the limitations that apply at the
moment. What was found in the study by Ms Geissen is completely coherent with what EFSA
predicted in their evaluation.

1-057-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – There are two things which we have to distinguish for non-soil
scientists. One is the predicted environmental concentrations. This is done by calculating the
application rates recommended per crop and then looking at how much will be in the soil. This
is one procedure and this is done correctly by the EFSA and the values we found in the soil
were as predicted by EFSA.

The other thing is the no-observed effect concentration. This is, as he said, done actually only
for these five organisms, which are 0.005% of the living soil organisms. This is following the
current standard. Everything is okay. What I was doubting is only, as I said, whether this reflects
the real effects on soil biota, because there is a very interesting article from van Bruggen. She
explains everything and the effect, as I said, of glyphosate is in the shikimate pathway to make
proteins.

In this case, if you tested with organisms which do not have these proteins synthesis they will
never die. And the same is true with human beings. We can drink it, nothing happens, but our
gut bacteria will be dead. But this is not tested and I think EFSA is holding a meeting in
September to look for new technologies for real field tests and the real effects on soil organisms.

Is that clearer?

1-058-0000

Pavel Poc (S&D). – I think that I have a chance to give the question, to be very specific, so I
will make it. Would you say, Professor, that the current authorisation process in the EU
sufficiently tests how the soil microbiome responds to exposure to the pesticides?

1-059-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – No. That is based on methods and technologies which were been
developed many years ago, based on the possibilities they had at that time. Now we have

Page 110 of 237



19-06-2018 29

modern technologies, and I hope this procedure will be approved and made better. It is
important to mention that glyphosate is not the only one. It is in combinations in the soil, and
you find many soils which contain DDT which was forbidden in 1973 and glyphosate together,
and others.

1-060-0000

Anthea McIntyre (ECR). – Thank you, Chair. I would also like to address questions to
Professor Geissen. First of all, I have to say I am a big fan of Wageningen. I think you have
done some marvellous work and I have been particularly interested recently in the work done
on plant breeding techniques and the new era, because it seems to me that what you are saying
about reducing the use of pesticides, and indeed producing crop varieties that are resistant, relies
on us accepting new breeding techniques, because that is the way forward. So one of the
important things in this Parliament is to get people to understand that new breeding techniques
should be welcomed from a scientific point of view and not just treated as if it meant making
everything GM and frightening ‘Frankenstein food’, so well done on that.

In the UK, we are particularly keen at the moment on conservation farming – minimum tillage
(min till), low tillage (low till), particularly min till and no till, which have really shown an
improvement in the soil health. If you look at a field which hasn’t been ploughed up and you
dig a piece of soil, the number of worms and the fibre in that soil is really good, so to pursue
those methods we really need to have the use of glyphosate. And while I completely agree with
you on the introduction of technology and either micro sprays so you only put a drop where it
is needed and the development of robots – because I am completely convinced that is the way
to go – we are not there yet and I wanted to see your reaction to continuing to use glyphosate.

1-061-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – I think especially for conservation farming, which surely has a good
impact on soil because it is not ploughed and so that avoids soil compaction. Actually, it is
combined with a high application of glyphosate.

But there are other possibilities, and these techniques are already in the market. You can, for
example, in combination you can grow the winter crop, let’s say if you have weeds or something
like this, you grow a winter crop. You let it freeze in the winter and you leave it on the soil
surface and you just work in a small strip where we sow wheat, for example. Then you do not
need glyphosate.

Then, when the wheat is higher and, let’s say, after four weeks use finger weeders, these are
new technologies. These finger weeders take these weeds out of the rows from the wheat or you
can make mixed cropping: wheat plus bees. These are very new technologies that we are trying
and with success in the Netherlands. And there are currently four European projects running on
this and crop biodiversity in the fields. And what’s important is in this case is to have to have
the whole food chain developed for this crop diversification system.

Conservation tillage. It’s a good beginning, but we could modify it to a way that it is really
sustainable and there is where the food chain, as you have to have people who you can sell these
products to. We are developing this now in different European projects with a kind of success.

1-062-0000

Ulrike Müller (ALDE). — Chair, Ms Giessen, I agree that a great deal is possible with new
and existing technologies, but nevertheless, we still have to consider this in perspective, and in
terms of what yield it ultimately actually delivers to the farmer. I don’t know whether
everything is possible quite as quickly as you are describing it to us here. I think it still needs a
little time.
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However, I still have a question for Mr Diderich of the OECD, if I may. The Commission has
mandated your cooperation with the Scientific Advice Mechanism, and you have to deal with
the issue of conciliation between different scientific assessments; we discussed that in the
previous committee. The SAM recommends strengthening cooperation between the EU
agencies on the one hand and a third country agency or independent scientific institutions on
the other, so that contradictory assessments can be avoided wherever possible. Could you
explain, from the OECD’s point of view, what has already happened to achieve this goal, how
coordination could be improved, and what kind of international cooperation would be
appropriate here? The SAM explicitly suggested a joint meeting between the FAO and the
WHO. In your opinion, could the OECD also play a role, and what might that be?

1-063-0000

Bob Diderich, Head of Environment, Health and Safety Division, OECD. — Up until now, the
OECD’s role has really just concerned developing methods. The OECD’s task is to bring
countries to the table and to try to harmonise risk assessment methods as much as possible, so
that at the end of the day, countries come to more or less similar decisions.

Until now, we have not concerned ourselves with individual substances. Until a few years ago,
we had a programme for evaluating the danger of industrial chemicals in which we jointly
evaluated around 1 200 substances. However, we never applied that to pesticides, for several
reasons: first of all, it is significantly more complicated. What we try to achieve is that countries
evaluate the same substances at the same time, so that they can exchange views. This works
between certain countries — those that are relatively flexible in terms of the time they have to
assess substances. We can say, okay, I’ll wait until the USA is finished, and then I’ll take a look
at it, and then I’ll do mine.

The EU does not have this possibility. The timeframes stipulated in the legislation are so tight
that it’s not possible for the EFSA to sit down with the US EPA, for example, and evaluate
substances together. Perhaps that’s something which could be revisited.

1-064-0000

Michèle Rivasi (Greens/EFA). – Chair, I would like to ask the Commission a question. I think
that it is slightly odd that you can have two different standards for the same molecule, because
it includes two different regulations.

Allow me to give you an example: imidacloprids. Their PNEC (Predicted no effect
concentration or stronger concentration of the substance without risk to the environment) was
0.2 micrograms until 2016, meaning that they were classified as a plant protection product.

However, in biocide regulations, it is no longer 0.2 micrograms per litre, but 0.0048 micrograms
per litre. This is because we have more data and we have learned that they are more toxic,
meaning that our standards were very low.

Bizarrely, in 2016, as part of regulations on plant protection products, a standard of 0.009
micrograms per litre was reinstated. This means during a year, there were three different
standards: one standard for biocides and two standards for plant protection products. So the
Commission needs to explain what it means when it says that everything is going well!

I also have a question for Mrs Geissen about soils. I am surprised that nobody has mentioned
that glyphosate is also an antibiotic, and this could explain its impact on fauna and flora. And,
in assessments, it is clear that it is carcinogenic (you can see that it is reprotoxic and mutagenic)
and so on: antibiotic. We have known for a long time that glyphosate is an anti-biotic and a
chelating agent. It was banned in Sri Lanka because of kidney diseases. You can clearly see
that the assessments are not effective because they are reductionist. You are only looking at a
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small part of the problem. And earlier you said that you did not know the method used on the
soil. It is an old method which does not take into account all of the ecosystem processes. Why
is nobody talking about anti-biotics when it comes to glyphosate and the role of chelating
agents, which you are limiting to soil only? Can you explain to us why there are a number of
regulations?

1-065-0000

Klaus Berend, Head of Unit, DG SANTE. – Thank you Chair, and thank you Ms Rivasi, for
the question which is, as I would frame it, about coherence between the evaluations made under
one legal framework, another legal framework, and then by the same agency over time. To
come back to your question on why EFSA changed its view from 2016 to later on by going
down from 0.2 to 0.09, this is something that we see very frequently.

Whenever EFSA gets more data and more information, newer data and newer studies, it is quite
normal that they review the ‘no observed effect levels’ or the ‘predicted no effect
concentrations’ in the environment. And that is precisely why we have these periodic reviews
of all the approvals so that new data and new information is brought into the process and can
then lead to new reference values and new benchmarks.

I’m not exactly sure at what time ECHA made the evaluation for imidacloprid, so that is
something to be looked at. Was it more or less at the same time when EFSA also went down
that same direction as ECHA? But that said, I take your point. When we see a difference
between ECHA and EFSA for the same substance, we go back to them and we ask them to look
into that and explain it to us.

We had another case recently where they concluded differently on the persistence behaviour of
a substance, and the explanation was that the guidance that is being used and the reference
temperature to which they normalise the data are different ones. When it is 20°C for EFSA and
12° C for ECHA that makes a difference in the degradation rate over substance, for example.
So I am happy to take note of this question about imidacloprid, and we will certainly look into
that. We share the desire that agencies looking at the same substance and the same data should
come to the same conclusion.

1-066-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. – I’ll try to explain to you this antibiotic effect. It is called the
shikimate pathway. This is the scientific word for this. That means all organisms – plants and
bacteria – which follow the same protein synthesis will be killed by glyphosate. For example,
there is a fantastic article written by Bruggen et al in 2018. It was just published and you can
read exactly how it is. This is studied, so we know this. The same happens in our gut: if we get
glyphosate into our gut, all bacteria that have the same synthesis for proteins will be killed, the
others not. We know, for example, that humans get Staphylococcus Streptococcus, which are
the ill-making bacteria. They have another pathway to make the proteins; they are not killed.
So glyphosate in this case is selective anti-bacterial. It kills as well mycorrhiza, which is fungi.
So you can see that all organisms which have this pathway will be killed.

But the interesting thing is that everybody was only talking about glyphosate. There are 500
other active substances. All have a specific mode of action. This means they act specifically in
the metabolism, and so if you do not test the organisms which can be potentially affected, you
will not find an effect.

Glyphosate was a big hype, but there are 500 others waiting to be investigated. I think it is very
important, for example, if they forbid glyphosate now in three years, then you have 2,4-D,
dicamba, pendimethalin and MCPA, which are on the market. These are the herbicides which
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were detected first in 1945. 2,4-D is still on the market. It was part of the agent orange of the
Vietnam war. These will then substitute directly the glyphosate.

I think it is very important to take these four and a half years when it is still on the market to
develop sustainable agriculture here in Europe. I had people from the Argentinian government
with me. They asked me what they should do – ‘We want to get rid of it: what shall we do?’

If we have help from the European Union to support the practice, free – this will be as well in
your sense – to give the farmer a solution. This technology you can apply directly and you don’t
yet make money with the farm, then we can make the change. The technologies are there, so
they need to be implemented.

We have found more than 160 mixtures in European soils of pesticides to test their effect on
soil biota. It’s a lot of work for you, but I think that really, we have so many pollutants now in
the environment, what we should think about is, why don’t we use the principle of ‘the polluter
pays’? Not the farmer in this case, but taking into consideration as well we don’t have any
cleaning methods. We found DDT in 30% of the soils. And this is accumulated by the plants.
That is not the farmer’s fault, because he uses approved regular products.

We still have these products in the soil. We also need remediation technologies – how to get
them out of the soils.

1-067-0000

Philippe Loiseau (ENF). – Chair, I would like to address Mr Diderich. Given that there is a
common method for conducting studies in many OECD countries, is the relevance and the
effectiveness of these studies elsewhere therefore a matter for debate? Furthermore, do you
think that it is possible to develop these methods and within what timeframe?

1-068-0000

Bob Diderich, Head of the Environment, Health and Safety Division at the OECD.
I think that the debate is particularly heated in the European Union, more so than in other
countries. That said, all Member States work to constantly improve testing methods and risk
assessment methods, and there are leading countries among OECD countries. When a
regulatory need is identified, there is a question about whether methods to measure the bacterial
community of the soil are required, and if a country or the European Union asks for this type
of testing to be normalised, it is placed on our work programme and it is done.

Let’s say that the pesticide regulations are one of the driving forces for developing new
methodologies. I will give you an example: there is a great need to have methods for screening
toxicity in neurodevelopment because the current method uses huge numbers of animals and is
extremely expensive. Therefore, there is a need to systematically test all substances and, in
order to do this, you need screening methods. This request comes from the pesticide sector
because you would like everything to be reviewed. Therefore, pesticides are one of the driving
forces for improving and updating guidelines.

The other driving forces are nanomaterials and endocrine disruptors. Methods must be adapted
in order to make it possible to test this type of substance. However, pesticides clearly rank third.

1-069-0000

Thomas Waitz (Greens/EFA). — Chair, if I may address my colleagues: welcome to the world
of organic farming! Here, you can learn about how weeds are controlled mechanically. Ms
Geissen, unfortunately you missed Mr Dorfmann. If you want to promote American grapes or
other kinds of grape which rarely need spraying, you really need to talk to Mr Dorfmann. He
was sitting here at the front, on the corner, but now he’s gone, I’m afraid. But that’s all by the
by.

Page 114 of 237



19-06-2018 33

My question to you is as follows: Professor Geissen, there are studies on the effects of individual
pesticides on soil life. But what about the accumulation of various pesticides and metabolites?
Is there research in this area? Could you tell us a little about that? And would it be your opinion
that analysis of the earthworm population is a bioindicator of excessive application of
pesticides, for example?

And one more question which I would like to add on, and it concerns how the negative health
effects of contaminated soil are assessed. Are there studies on the effects on health from
inhaling soil particles or consuming them in food, for example?

1-070-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. — None at all! We have now done one study to see which pesticides
are contained in soil. As mentioned, we found more than 160 different mixtures in 83 % of the
cultivated soils from Europe which we analysed in that study. The effects on soil life are
unknown. We’re making a start. We are now taking soil samples which contain pesticides and
using DNA sequencing to analyse the whole soil biome. I hope to have the results by the end
of the year, then we can give our first findings. I know that our Swiss colleagues are also making
a start on this now, so I think we’ll have the first results from that next year.

Earthworms are sensitive to fungicides, to particular fungicides. Other substances — glyphosate
for example — have no bearing. It depends on the metabolic or effect pathways of the particular
substance being used. I would say that earthworms are indicators for the soil, but the slide I
showed — the bad ones, the good ones and the ugly ones — how that looks, how they relate to
one another, that’s what is important for healthy soil. And a healthy soil is much more resilient
when it comes to difficulties like drought; you yourself know that, of course. And that means
that if the soil life is intact, you automatically have fewer insect pests. If you have predatory
insects on your field, then you have predatory insects which can just eat the pests.

I was very, very surprised. I’m an agronomist, I work with farmers a lot, and it was the first
time that I had a conference with large-scale farmers in Holland — with 200, 250 hectare
farmers, conventional farmers. An elderly farmer said to me: ‘I’m just worried that I’m leaving
dead soil to my son.’ Things may be different for them than for you, since you are not observing
this on your own land, but they do have quite a few problems where they’re saying, we just
don’t have any soil life any more.

I saw the same thing last week in Estonia. We asked the farmers there as well: How’s it looking?
And they say that even if they use no-till and conservation agriculture, when they spray —
potato farmers spray ten to twelve times per season, the season being four months — they spray
the whole area, not just where plants are actually affected. And the effects — for glyphosate
the effects on particular varieties of fungus, such as Fusarium, are being described for the first
time. Next year, hopefully we will have first results on how it looks for the whole group of soil
organisms.

1-071-0000

Maria Heubuch (Greens/EFA). — Chair, my question is for Mr Butler. Listening to
Ms Jülicher, she talked about how she did everything strictly according to the rules. Equally
though, she also explained that actually, it probably wasn’t always quite so strict, and you
reported accordingly to the Ombudsman including on how you were going to handle it.

In your report — I hope I understood you correctly on this point — you talked about how, for
example, two out of ten substances had to be restricted after years of application when the final
data were finally available, and had been evaluated. Even Commissioner Andriukaitis told us
today that often not all the data are there, but clearly, approval is then given prematurely — I
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assume because of pressure from industry. But what is your perspective? Can we really now
hope that this will be any different in the future, because there have been these new rules since
2009? You did intimate that there will be an evaluation here as well.

In all honesty, I am not that confident. It didn’t inspire much confidence today to discover that
the Commission actually gave premature approval against its own rules. I found it a bit
depressing, actually. What’s your view on this, and how do you think we as a parliament —
and the Ombudsman, likewise — can proceed from here? It’s a far cry from the precautionary
principle if this is going on here in Europe.

1-072-0000

Fintan Butler, Senior Advisor in the Cabinet of the European Ombudsman. – First of all, the
reference I made to the two out of 10 substances which when the assessment was completed
and the confirmatory information was provided, what I said there was that the Commission
reported back to the Ombudsman that in two cases out of 10 the additional information required
the Commission to restrict the uses of those two particular substances. In one case, the new
approval will be for indoor greenhouse use only, with no out-of-doors use, and in another case
the application rates will be reduced.

As I said earlier, those comments from the Ombudsman were made in the context of decisions
taken under the previous regulatory regime under the Directive, as opposed to the current
regime under the 2009 Regulation. As to what is currently happening under the 2009 Regulation
and whether in fact the Commission is being sufficiently careful, the Ombudsman in her inquiry
decision expressed a worry that while under the 2009 Regulation there is a basis for approving
while still awaiting additional information, she expressed a worry that opportunity procedure
should be used very carefully, in a very cautious manner, and strictly in line with the
requirements with the rules under which such an approval can be made.

The Ombudsman has not actually dealt with cases decided under the 2009 Regulation which
came into effect in June 2011, so other than expressing a general caution about the need to be
very, very careful not to allow the confirmatory application procedure to be, if you like,
misused, the Ombudsman is not in a position to say yes, it is being correctly used or no, it is
not being correctly used, because we simply haven’t had the opportunity to deal with complaints
in which those issues were raised.

As to the role of the Ombudsman more generally, which I think is what you mentioned at the
end of your question, the Ombudsman to a large extent reacts to the issues that are raised by the
public, by EU citizens and residents and EU businesses, based within the EU. She also has some
capacity to take on issues on her own initiative, but the unfortunate fact is that the office is a
very small office, there are only 65 posts, our capacity to undertake a wide range of work is
quite restricted. We have to be very selective in what we do. Insofar as we have choices about
what we do, we have to be very selective in those things that we choose to do as opposed to
those things which we are expected to do as a result of complaints being made to us. So I’m
sorry that if several times this afternoon I’ve said the Ombudsman hasn’t dealt with it yet, but
that is unfortunately the position and it would be very unwise to start giving views on issues
which we have not had the opportunity to properly investigate, so once again I am afraid I
cannot give you a more direct answer than that.

1-073-0000

Maria Heubuch (Greens/EFA). — I would still like to prevail on you. We’ve now heard that
even the authorisation procedures as a whole aren’t up to date; completely new methods exist.
And quite simply, this is about the very essence of our subsistence; our earth and soil. It’s about
the future, about whether humanity will survive on this planet, and I would like it if this topic
were to remain on the Ombudsman’s agenda.
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1-074-0000

Fintan Butler, Senior Advisor in the Cabinet of the European Ombudsman. – Any changes to
the overall regulatory system between the approval of substances and the authorisation of
products will come about – I am sure –because of legislation. And that is pre-eminently for the
legislature to work on. The Ombudsman from her experience of dealing with complaints, would
be aware of where there may be problems, but ultimately any decision about legislation is for
the legislature, and the Ombudsman would be very unwise to intervene in what is not her area.

1-075-0000

Klaus Berend, Head of Unit, DG SANTE. – Just to echo what Mr Butler said, this is really
important. This is one of the main points of misunderstanding, which we also saw in the letter
from the NGO that made the complaint. A distinction has to be made between the situation
under Directive 91/414/EEC and the regulation. In Directive 91/414/EEC, no particular
conditions were stipulated as to when confirmatory data could be imposed or not, whereas that
is the case now under Regulation 1107/2009, and that is what my Director explained.

In our reports to the Ombudsman in 2018, we explain that we believe – and we show the
evidence for that – that we apply these provisions from Regulation 1107/2009 as they were
intended by the legislator. So it is up to the Ombudsman to give an opinion on that, but the letter
from the NGO was again referring to these old cases – the substances approved under the
previous Directive, where we explained what we had done in the meantime – and, as Mr Butler
correctly reported, for two of them the confirmatory data showed that additional measures were
necessary and one of them, haloxyfop, the reduction of the application rate, which Member
States might already have put in place in the product authorisations. But for the others no
changes were necessary. So the confirmatory data actually showed that the original approval
was correct.

1-076-0000

Maria Noichl (S&D). — Chair, perhaps I might bring this round to a close, then. It has been a
very, very interesting afternoon, thank you to everybody on the podium! For me, one word has
come up today, and that word is ‘science’. In this committee we are always talking about
scientific approaches or science, and most of all I would like to ask you a question, Ms Geissen:
If science deliberately — and I am simply assuming that it’s deliberate — omits things, if
science only investigates things in part, if science deliberately shuts its eyes so it doesn’t have
to see the wider context, then science is guilty as well. And I believe that in Europe, science is
not tasked with keeping the wheels turning, i.e. to keep the money flowing. So if science is
more or less just grease for the wheels which drive commerce, then I’m thinking that that isn’t
the kind of science which I want for Europe.

I want science which progresses naturally, and science should always be linked to curiosity and
seeking out new things, and finding improvements — that’s what science is to me. But if science
— I’ll say it again — lowers itself and knowingly only dares to take a narrow view so as not to
shake up systems which have needed shaking up for a long time, then that makes me think that
something’s really off here.

And the Commission is not just the guardian of the Treaties, the Commission is above all the
guardian and protector of the people. And I believe that that has to take front and centre. When
you in the Commission are making excuses on the basis of some article or other, telling
yourselves that it’s not really as important in this case as it is in some other case: it’s about
people. First of all, second of all, third of all, it’s about people. It’s about the future, it’s about
the soil, it’s about insects, it’s about everything.

And I have to say, it has been very clear today why people have lost their trust in the
authorisation procedure for glyphosate, to stay with this example. People had a gut feeling that
something had gone wrong — and I think sometimes gut feelings are right.
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1-077-0000

Violette Geissen, Professor, Department of Soil Physics and Land Management, Agriculture
University, Wageningen. — Rest assured, there are enough scientists tackling this question. It’s
very hard to get money for this kind of question. But don’t worry! We are a network of people,
and we really are trying to scrutinise things in a scientific way. We aren’t politicians, we’re just
scientists who want to know how it is, and we do scrutinise these systems when we think they
could or should be adjusted.
There are a lot of things going on in science, including things which are actively scattered across
Europe.

1-078-0000

Chair. – Thank you very much for your contributions, which will help us enormously in our
drafting work. In actual fact, the world has a solid structure: there is the Commission for
applying things, scientists for making the remarks that you have just made and we are here to
make the rules. As co-legislator, this work is up to us and it is our responsibility. This work is
what is at stake in the report that we must compile. It is true that the Commission will help us
by saying that when a rule is not good, it must be adapted. We will make progress collectively
here, as the Commissioner has said just now. I have understood what you have said and the
rationale underlying our work is for you to give us your comments relating to your area so that
we can ensure that tomorrow things will improve for the 500 million European citizens, and not
for the administration or a few people.

Thank you all. Thank you sincerely and warmly for your work and your contributions. The fight
and work continues collectively. Thank you also to the interpreters for helping us. Sorry, I had
almost forgotten you. Thank you for your work.

The meeting closed at 18.15.
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1-002-0000

IN THE CHAIR: KATEŘINA KONEČNÁ
Vice-Chair of the Special Committee on the Union’s authorisation procedure for pesticides

(The hearing opened at 14.07)

Chair. – Today we have a very important programme but there are some things at the
beginning. The adoption of the agenda. If no one objects, the draft agenda can be adopted
without modification. Does everyone agree?

Now some Chair’s announcements. The mission report of the PEST delegation to EFSA. The
meeting file included the mission report of the PEST delegation to EFSA in Parma on 7-8 May
2018.

Translations into German and French will be available in week 28.

Today we have interpretation available in 14 languages, and I thank our interpreters very much.

As usual, the meeting file is available electronically via the meeting application and the meeting
will be webstreamed. That is normal in our committee.

Today we have a film crew which will follow our meeting on behalf of the German TV Channel
ARD. We also have a visitor group invited by MEP Terry Reintke, which will attend the second
part of our meeting between 15.30 and 17.30.

If there are objections, the minutes of the meeting of 26 April 2018 can be adopted without
modification.

Now to the main point. Today’s hearing is devoted to the final steps of the authorisation
procedure for pesticides; the authorisation of plant protection products by the Member States.
First of all, I would like to thank warmly our speakers who have kindly accepted our invitation
and have come to answer our questions.

Mr Maarten Trybou, Head of the Pesticides Unit of the Belgian Ministry of Public Health, Food
Chain Safety and the Environment.

Mr José María Cobos Suárez, Deputy Director-General of the Spanish Ministry of Agriculture,
Fisheries, Food and Environment.

Ms Paulina Gabor, Director-General of the Romanian National Phytosanitary Authority.

Ms Ramona Nichifor, Chief of Staff of the Romanian Phytosanitary Authority.

Mr Robin Mesnage, researcher at King’s College London. Toxicologist, Department of Medical
and Molecular Genetics, King’s College London.

Mr Pekka Pesonen, Secretary-General, Copa-Cogeca

As is standard practice in our committee, written questions have been sent to our speakers
before the meetings and I wish sincerely to thank all of them for having provided us with their
answers in writing ahead of today’s meeting. I am sure that your answers to our questions, both
written and oral, will contribute to a fruitful debate. We are therefore looking forward to our
exchange of views with you today on this important topic.
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I give the floor to Mr Maarten Trybou, Head of the Pesticides Unit of the Belgian Ministry of
Public Health, Food Chain Safety and the Environment. You have 10 minutes. I will be fairly
strict but no more than 11 minutes.

1-004-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium. –
Good morning, and welcome. I shall try in 10 minutes to explain the authorisation procedure in
Belgium. First of all, I must explain the complex political situation in Belgium. We have a
federal state, but in addition to that, we have three regions: the Flemish Region, Wallonia and
the Brussels Capital Region. We also have four communities that are determined by the
language spoken there, i.e. a Dutch-speaking, a French-speaking, a German-speaking and a
Dutch-and-French-speaking Community. Here you can see a representation with a little map to
make it a bit easier to understand. So you have the federal state that is split up into, shall we
say, two large regions, with the Brussels Capital Region in the middle. Next to that, there is
also a question of language use, which means that the communities do not have exactly the
same borders as the regions.

When it comes to plant protection products, powers are divided between the various authorities.
At federal level, we are responsible for placing products on the market: placing products on the
market is therefore our competence. We also represent Belgium at European level in all cases.
We are responsible for worker protection and for food safety. The regions in turn are competent
with regard to everything that pertains to agriculture, environment, waste and in this case
specifically, for the use of both plant protection products and alternatives to plant protection
products. They are therefore entirely competent in terms of use. The communities for their part
are competent with regard to education and in the field of public health.

How are we organised at federal level? On the one hand, we have the federal ministry of Public
Health, Food Chain Safety and Environment. The federal public service or FPS has a DG for
Animals, Plants and Food, which also includes the Plant Protection Products and Fertilisers
service, and to which I belong. We are responsible for the assessment of products. We evaluate
requests that we receive for plant protection products, maximum residue levels and active
substances.

We are organised around a national authorisation committee, the ‘Erkenningscomité’, where
advice is given to the competent minister. In the national authorisation committee, all advice is
gathered and a final decision is proposed to the competent minister who will then grant
authorisation. We therefore not only evaluate applications, but also deliver authorisations. We
also determine the position that Belgium will take when voting on active substances in the
European Commission’s standing committee on food safety, both for voting on the
authorisation or non-authorisation of active substances and for determining maximum residue
levels.

In addition, we draw up a national action plan as stipulated in the Directive on sustainable use
of plant protection products. We are responsible for the federal part and for the overall
coordination at national level together with the regions, for which we will eventually draw up
one national action plan. Finally, we also issue certificates for the use and sale of plant
protection products, again as stipulated in the Directive on sustainable use, according to which
a certificate of competence is mandatory for anyone who uses and sells plant protection
products for professional purposes.

Other sections of the federal government also have certain powers. The DG Environment of the
same FPS Public Health has an inspection service, which is in charge of controlling everything
that falls outside of the food chain, and that is used for and by the general public, e.g. in
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horticulture. Any usage that does not concern the food chain is therefore controlled by this
inspection service.

There is also another inspection service, a parastatal entity of our FPS Public Health, namely
the Federal Food Safety Agency or Food Agency. It consists of a number of directorates-general
that together are responsible for all use, storage and conservation of plant protection products.
These DGs carry out most of the controls, since plant protection products are of course mostly
found in the food chain and are therefore controlled by these entities. They only check
requirements, conditions of use, labelling conditions, etc. that are imposed at federal level for
the authorisation of plant protection products. For this, they establish a monitoring programme
each year, to analyse plant protection products on the market, as well as plant production
residues. They serve as the Member State contact point for everything that pertains to the
control of plant protection products. They also have their own separate committees that do
audits, a scientific committee as well as an advisory commission where specific scientific
questions can be asked. But again, only with regard to control and inspection. Finally, they are
also in charge of certification for sprayers. In conjunction with the regions, the arrangement is
that all sprayers must be checked and verified every three years in accordance with a number
of legally specified parameters.

Besides these federal bodies, a number of scientific bodies have also been set up at federal level.
Sciensano is for instance a scientific institution that investigates everything pertaining to plant
protection products, but also agriculture and food safety. There is also the Superior Health
Council, which answers specific scientific questions regarding public health.
You will see here a schematic diagram which is also mentioned in the last report to the former
FVO or Food and Veterinary Office, which is now the Directorate F of the European
Commission. It is a schematic representation of how we are organised at federal level.

As I said, there are also competent bodies at regional level. These are organised into regional
ministries of the Environment and of Agriculture, where they can impose general measures to
protect the environment and to promote agriculture. They are also competent to monitor the
legislative provisions that they have laid down. Whereas the federal authorities have the power
to impose product-specific conditions, i.e. very specifically for one authorisation and one
product at a time, regions may also impose general measures that in principle apply to the
overall use of plant protection products. Consequently, they are also responsible for everything
regarding integrated pest management, as this includes plant protection products. They,
therefore, also monitor cross-compliance within the scope of subsidy schemes for agriculture
and follow up to check if these conditions are being met.

In addition, they establish a national action plan for plant protection products as specified in the
Directive on sustainable usage. Finally, they are also represented in our national authorisation
panel that grants authorisations for plant protection products. This is a structure that we set up
to include regional powers in the granting of authorisations for plant protection products. We
therefore decide together – at federal and at regional level – on the conditions under which plant
protection products may be released on the market.

I shall look in somewhat more detail at the federal authorisation procedure for plant protection
products. These are the different types of applications that we receive. There are applications
for the products, the plant protection products themselves, for placing them on the market. We
also receive applications for the evaluation of active substances, for maximum residue levels.
We take care of the evaluation and authorisation of plant protection products for which we have
set up a national authorisation procedure.
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Here you will see in more detail the different types of applications that we receive. We deal
with zonal authorisations, or rather, not zonal authorisations, but zonal evaluations. An
evaluation is carried out by a rapporteur at zonal level, which is then taken up by other Member
States of one of the three zones in Europe. In addition, we may of course also receive interzonal
applications that apply to all of Europe, for all three zones simultaneously. These will pertain
to the use of plant protection products under cover or under protected conditions, without
exposure to the environment. The understanding here is that only one investigation is necessary,
as the environment and typical agricultural conditions of the various Member States have very
little impact on the risk assessment in such cases.

We also do the renewal for all these authorisations. Applications for the expansion of
application methods are handled, and many different types of applications, e.g. to change the
composition, labelling, application method, the active substance that is used, restrictions on use,
etc.

We also have parallel importation certificates. Parallel trade was legally established through
European legislation. For this, separate applications must be submitted that are also processed
by our service. There are also test products. We give authorisations for the use and importation
of these. In total, we receive and investigate about 1 000 applications each year.

For active substances, there are applications for entirely new active substances, where we may
act as rapporteur or co-rapporteur. Approvals for active substances have to be renewed, and
there too, we may act as rapporteur or co-rapporteur. We participate in the peer review set up
at European level: based on the draft assessment reports of the rapporteur Member States, a
consultation is organised between peers at European level where they will comment together
on the evaluation by the rapporteur. We also comment on the draft assessment reports of other
Member States. All of this is meant to ensure a harmonised evaluation, and also to achieve
greater acceptance of the evaluation that is done by the rapporteurs. We therefore try to
comment together with all Member States and to ensure that everyone sets up their evaluations
in the same way.

At national level, we also evaluate the technical equivalence of active substances. This implies
that we will check whether other manufacturers than those who submitted the application at
European level are equally able to produce a similar active substance. It must be equivalent
both in terms of impurities and of the method, so that the risk assessment that has been done,
could also be applied to it.

Sometimes restrictions are imposed on active substances at European level. These may also be
adjusted, if a specific application is received from the notifier. As a rapporteur Member State,
we will also handle this type of application. In the past, a great deal of confirmatory data also
used to be required for the approval of active substances. This is a neat way to push
authorisations through even if certain data are missing. These data must of course be
investigated afterwards. This would in turn require a European procedure in order to get a clear
assessment. Sometimes we also act as rapporteur for these. Finally, what is referred to as
adverse data can also be submitted. These are new data that point to a risk or problem.
Manufacturers are obliged to submit such data if they are aware of them, and these must then
be investigated.

We also investigate maximum residue levels, i.e. new levels or revisions or extensions for minor
crops. I shall explain the authorisation procedure to you in short. Applications are received by
managers. These are then investigated by evaluators and submitted to our authorisation panel
following a full assessment by our experts. The panel provides an opinion which our service
will communicate to the applicants. For this, we have three teams of evaluators that are
mobilised both for plant protection products and for active substances, for the purposes of
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human toxicology and residues, ecotoxicology and behaviour in the environment, and
physicochemical characteristics and action. This facilitates exchange and allows a more flexible
use of evaluations. There are also two application manager teams that lead applications in the
right direction, both for authorisations and authorisation renewals, and for the extension of
existing authorisations.

1-005-0000

Chair. – Thank you so much, but 16 minutes is too long. I need to say to colleagues that all
these presentations are printed and available at the entrance so if anyone so wishes, they may
take a copy.

I now give the floor to the Spanish Minister of Agriculture and Fisheries for the
Environment/Deputy Director-General of Health and Plant Hygiene and Forestry, José María
Cobos Suárez. I hope that 10 minutes will be OK because we are professional.

1-006-0000

José María Cobos Suárez, Deputy Director-General of Health and Plant Hygiene and
Forestry. – I am going to outline the implementation of Regulation (EC) No 1107/2009 in
Spain.

First, I would like to present our system in terms of the administrative management of
authorisations, based on Royal Decree 971/2014, which regulates the evaluation process for
plant protection products.

The authority responsible for authorising plant protection products in Spain is the Ministry of
Agriculture, Fisheries and Food. However, there are other competent authorities involved in
these evaluations: the Ministry of Health, Consumer Affairs and Social Welfare, which is
responsible for conducting toxicology evaluations and assessing the exposure of workers; the
Ministry of Environment, which was recently renamed the Ministry of Ecological Transition,
is responsible for assessing environmental aspects; and the Ministry of Agriculture itself, which
evaluates the remaining areas of obligatory analysis for the authorisation of a plant protection
product. Both the Ministry of Ecological Transition and the Ministry of Agriculture delegate
these evaluations to an independent evaluation body: the Spanish National Institute for
Agricultural and Food Research and Technology (INIA).

With regard to the authorisation of active substances, the internal procedure that we have –
which applies not only to new authorisations but also to renewals – involves operators directing
their applications and evaluations to the INIA and the Ministry of Health.

There are currently three ongoing dossiers with Spain as the zonal rapporteur: 1,3-
dichloropropene, Pepino mosaic virus, and Spodoptera exigua virus.

With regard to the renewal of active substances covered by the AIR-3 programme, as
rapporteur, Spain has six substances under evaluation, two substances with renewed approval,
and one substance that has been withdrawn. As co-rapporteur, it has five substances under
evaluation, two substances with renewed approval, one substance withdrawn, and
one substance in the Standing Committee that is waiting to be voted on.

With regard to the renewal of active substances under the AIR-4 programme, as rapporteur,
Spain has ten applications submitted or pending submission and five substances withdrawn. As
co-rapporteur, it has 11 applications submitted or pending submission and one substance
withdrawn.

Finally, with regard to AIR-5 substances, Spain has five applications pending submission as
rapporteur and two applications pending submission as co-rapporteur.
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I shall now move on to discuss authorisation amendments and amendments to plant protection
products themselves. Spain acts as a rapporteur, co-rapporteur or concerned Member State, and
as a party in mutual recognitions. At present, Spain has granted 38 authorisations and
7 amendments as rapporteur; it has 28 authorisation and 19 amendment applications under
evaluation. It should be noted that six of the authorisation applications and two of the
amendment applications are delayed. From the outset, we would like to point out that the
problems we are encountering – and that we believe are shared by other Member States – are
that the time limits for processing and managing these authorisations are very strict and a degree
of flexibility seems necessary in order to adapt them to the different circumstances of the
various evaluations.

With regard to authorisations or amendments as a co-rapporteur or concerned Member State,
217 authorisations and 2 amendments have been granted at this stage; 201 applications for the
authorisation of plant protection products and 21 applications for plant product amendments
are currently under evaluation. Here, we are also encountering delays (six and one, respectively)
and would make the same comment as before: we consider the 120-day deadline laid down in
Article 37(2) to be unrealistic.

The review of authorisations in accordance with Article 36(3) reduces the effectiveness of the
zonal system, and we therefore see the need for greater harmonisation of evaluations so that
those carried out in different Member States do not have significant differences.

As regards mutual recognitions, I would like to point out that 47 authorisations and
4 amendments have been granted. As for applications, we currently have on the table
24 authorisation applications, 6 of which are delayed, and 4 amendment applications, 1 of
which is delayed. I will add the same comment regarding Article 42(2): we consider the
deadlines to be too short.

As regards the renewal of plant protection product authorisation under Article 43, Spain acts in
the same roles: either as zonal rapporteur or as a concerned Member State within our zone. We
currently have 54 products pending renewal in our zone and are managing a total of 61. Acting
as a co-rapporteur or concerned Member State, we have 187 products pending and are
managing a total of 252.

In general, we can see from our many years of experience that there has been a significant
decrease in the number of plant protection product registrations in Spain. Therefore, some of
the problems that we are encountering in agriculture and in the use of exceptional authorisations
stem from this drop in the availability of plant protection products.

However, our experience also shows us that the current regulation is effective from the point of
view of applying a zonal criterion that makes it possible to optimise resources while still
allowing for improvements that we hope will be introduced in the near future – namely in the
procedures and in the harmonisation of assessments by the various Member States, depending
on whether they are rapporteurs or co-rapporteurs – which will make it possible to optimise the
assessment results, guaranteeing safe use for the health of the consumer and respecting the
environment.

1-007-0000

Paulina Gabor, Director General, Romanian National Phytosanitary Authority. – The
Romanian National Phytosanitary Authority is the competent body at national level for
phytosanitary matters. In general terms, the infrastructure of this authority consists of four
central-level offices and a national laboratory, whilst at territorial level there are eight regional
laboratories, nine border inspection posts and forty-one phytosanitary offices, which are
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responsible for administrative procedures nationally. In terms of structure, this competent
authority comes under the Romanian Ministry of Agriculture and Rural Development and is
organised in two departments: the phytosanitary department and the National Phytosanitary
Laboratory. The phytosanitary department, as already mentioned, has four central-level offices,
which are responsible for plant protection and phytosanitary quarantine. We also have an
authorisation office for plant protection products, an office for sustainable use of plant
protection products, and an office for marketing and monitoring plant protection products.
There are further phytosanitary offices within the eight regional laboratories, in addition to
border inspection posts.

As for the National Phytosanitary Laboratory, this is the main national laboratory in Romania,
which houses the following services: a laboratory for monitoring pesticide residues in plants
and vegetable products, a quality control laboratory for plant protection products and, of course,
a phytopathology and entomology laboratory.

The plant protection and phytosanitary quarantine office organises plant protection activity in
terms of quarantine, ensures implementation of EU Regulations, in general, organises and
coordinates specific monitoring activities at regional level for quarantine of certain harmful
organisms, organises, coordinates and checks the implementation of import, export and transit
legislation, intra-Community movements of plants, vegetable products and other items, in
compliance with the regulations in force.

The plant protection product authorisation office develops and proposes legislative measures
on authorisation procedures for plant protection products; moreover, it coordinates the
authorisation procedure for plant protection products and, following authorisation, carries out
quality control of these protection products in specialised laboratories and monitors their use
through the regional offices.

Authorisation of plant protection products in Romania is the responsibility of a national
approval committee for such products, which is also the competent authority for registration of
plant protection product authorisation. This national committee also includes representatives of
the Ministry of the Environment and Climate Change, the Ministry of Health, and the Romanian
Academy of Agricultural and Forestry Sciences.

Another central-level office deals with the sustainable use of plant protection products; it
ensures the development and implementation of both the preparations and the certification
systems for using plant protection products; monitors compliance with the legal and technical
regulations in this field on the sustainable use of plant protection products; collaborates in
decision-making and implementation with public bodies; and develops concrete measures and
actions to reduce the risks and impact of the use of plant protection products on the environment
and public health.

The fourth central-level office is responsible for monitoring the marketing and use of plant
protection products, whilst contributing to the development and implementation of national
quality control procedures for plant protection products, as well as ensuring quality control of
plant protection products for users and importers through authorised laboratories.

The second arm of the Romanian National Phytosanitary Authority (which, as already
mentioned, is the main national laboratory in Romania) has a number of functions, the most
important of which are: detecting and identifying harmful organisms; quality control of plant
protection products; checking pesticide residues in plants and vegetable products; providing
technical and scientific support for implementing monitoring programmes; confirming regional
laboratory test results, whilst providing and training regional inspectors and staff in the regional
laboratories.
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This is basically how the Romanian National Phytosanitary Authority is organised: I have
explained its functions, and the technical units it comprises: namely, quality, phytopathology
and entomology, and finally the laboratory which monitors pesticide residues in plants and
vegetable products.

Quality control of plant protection products is carried out by a network of five laboratories, one
at national level, as mentioned, and four regional laboratories in four different Romanian
regions. The following methods are used for the analytical determinations required: gas
chromatography, liquid chromatography, high pressure and other methods.

Quality control of plant protection products is carried out using methods that comply with
standard laboratory techniques. The determinations are based on active substances as well as
on the physical and chemical properties of the substances mentioned in the presentation and, of
course, the determinations also made in the laboratories.

The laboratory that determines pesticide residues in plants and vegetable products consists of
two separate laboratories for determining residues in plants and vegetable products: one at
central level and one at regional level, which is accredited in the same manner. In the two
laboratories, these two methods are used to determine the active substances: 186 active
substances are determined by gas chromatography and 62 active substances by liquid
chromatography. This is a picture of the laboratories, showing how they are organised in
Romania. I should point out that everything carried out at central level is implemented by
inspectors at territorial level, starting with quality control and residue analysis, based on annual
monitoring programmes developed for each area of activity of the Romanian National
Phytosanitary Authority, as explained in my presentation. Thank you for your attention.

1-008-0000

IN THE CHAIR: ERIC ANDRIEU
Chair of the Special Committee

on the Union’s authorisation procedure for pesticides

Chair. – Thank you very much for opening the session Kateřina and very sorry for the delay. I
will not interrupt the flow as we need to speed up, I believe, in order to get to the debate with
all the members. I am now going to give the floor to Robin Mesnage, researcher at King’s
College, London. You have the floor for ten minutes.

1-010-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – Chair, thank you for your invitation. I am Robin Mesnage. I am a toxicologist at
King’s College London, and I will talk to you about how we can improve the risk assessment
of pesticides by taking into account new discoveries in science and I will take the case of
glyphosate to illustrate my words even if what I say is also valid for most pesticides.

So we take the case of glyphosate because glyphosate’s toxicity is quite a controversial debate
and because glyphosate-based herbicide use is increasing all over the world. I have here a map
of the USA, which should be animated but which is not. But you can see that the use is
increasing and now every human being has glyphosate in their urine, so we can ask if the risk-
assessment of glyphosate is reliable.

One of the most important points of my talk will be the difference between glyphosate and
glyphosate-based herbicide, because glyphosate is never used alone. Glyphosate is the active
principle of different commercial formulations. The most common is the commercial
formulation named Roundup, but there 750 different formulations of glyphosate. They include
not only glyphosate, but also other molecules called adjuvants or co-formulants – you can find
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different names. Any these molecules have their own toxicity. And these bring a problem when
only glyphosate is tested for long-term toxicity test. Because co-formulants are never included
in the long-term regulatory assessment of pesticides including active principles.

We have tested different types of glyphosate-based herbicides and we have compared the
toxicity of this formulation to the toxicity of glyphosate on different human cells, but this has
also been done on laboratory animals. And we found out that this formulation was up to a
thousand times more toxic than glyphosate alone.

So we were wondering what the real active principle of toxicity on human cells is. For instance
because maybe the active principle for toxicity on plants is glyphosate, because glyphosate is
known to have a mechanism of action in plants, but glyphosate doesn’t have a mechanism of
action on human cells. And when we see toxic effects we have to explain them, and it is not
likely to be due to glyphosate.

So we found out that co-formulants included in glyphosate-based formulations were more toxic.
They were up to a thousand times more toxic than glyphosate itself, when glyphosate was really
poorly toxic. And in fact there are a lot of studies in the scientific community showing effects
of commercial formulations of glyphosate and glyphosate alone, but there is confusion when
some authors write that glyphosate is toxic but in fact they have tested the commercial
formulation.

So this is a bias because in fact when we look at the toxicity studies of glyphosate alone,
glyphosate is a poorly toxic ingredient but what we observe in human populations and these
suggested toxic effects of pesticides, they could be due to co-formulants and not to active
principles. This is possibly why there is such a discrepancy between the regulatory test
sometimes showing safety of an active principle at a given concentration and what we observe
in the human population – because there is increasing rates of some chronic disease in
populations exposed to pesticides and this is possibly due to co-formulants.

These co-formulants are mostly surfactants but they can be other types of chemicals and we
know that they are toxic in their own right. They have a really high toxic effect proven in some
human populations, on the environment, different animals, in laboratory animals this is also
characterised.

So what could be done? In fact one approach could be to test pesticides as a whole mixture
because pesticides are never a single ingredient. They are always mixtures of chemicals. They
are used as cocktails, mixtures of chemicals and their residues in the environment are formed
as mixtures, so tests on single molecules are not very representative of the toxicity of pesticides.

So that is why the most logical approach to test a mixture is to test the mixture as a whole and
this is one possible solution for improving the assessment of pesticides.

Another possibility – because it is very difficult to assess all of these commercial formulations
of pesticides. In fact this is almost impractical in some cases. There are more than 750 different
formulations of glyphosate which are commercialised all around the world. So this is
impractical to perform a regulatory test – long-term toxicity studies on each of these
combinations. So when there are regulatory gaps and we know that some pesticides are
commercialised with toxic adjuvants, a safety factor could be added. For example in the case
of glyphosate a safety factor of 10 – it could be another safety factor, but a safety factor could
be added on the acceptable daily intake definition to have a more protective health-based
guidance value for glyphosate-based herbicide, which is again an example that could be valid
for other pesticides.

Page 128 of 237



28-06-2018 11

This was my main point. Just this difference in toxicity of commercial formulations with the
active principle but other points should be taken into account to improve the regulatory
assessment of the toxicity of pesticides.

First of all, the toxicity of pesticides should include a variety of end-points and even new end-
points which have been shown recently as being important for toxic effect like the test of
endocrine disrupting effect.

On endocrine disrupting effect tests, there has been some progress because there was a
regulation put in place recently, but this regulation is not covering all end-points because this
regulation is covering disturbances to the thyroid hormones and sex hormones but there are
other more recent discoveries showing that endocrine disruptors can also have an obesogenic
effect or can provoke diabetes and this is not necessarily a disturbance of oestrogen and
androgen levels so more tests should be implemented to test for endocrine disrupting effects.

Future studies should also examine the full lifespan of the animal because current long-term
toxicity tests only examine the effect on adults and I believe that these tests should start
prenatally so we can reflect more on what happens when pregnant women are exposed to
chemicals and their children will develop chronic diseases when they are adults. This is not
possible to extrapolate this type of effect with the current toxicity tests.

Any my last point will be that we should also include toxicity studies of pesticides on the gut
microbiome because the gut microbiome is one of these very new trendy topics in science and
it has been shown to be very important for the toxicity of pesticides.
First of all, you have to know that the human body is a complex ecosystem. We are not only
made of human cells but also made of a variety of bacteria. We have more bacteria in our bodies
and human cells and changes in these bacterial communities can have a profound effect on
human health.

And this is very relevant for the case of pesticide toxicity because coming back to the case of
glyphosate, I told you that glyphosate does not have a mechanism of action in human cells but
it has in plants, and this mechanism of action in plants is also present in gut bacteria so this is
why new studies should also study the effect of pesticides on the gut microbiome which can be
a target of some pesticides because it contains a natural target of glyphosate.

Thank you for your attention and if you want more details about this work I have put here three
of my recent publications which will explain in more detail what I just said.

1-011-0000

Chair. – Thank you for your presentation. I am now going to give the floor to the last speaker,
Pekka Pesonen, Secretary-General of Copa-Cogeca. I give you the floor.

1-012-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – Chair, thank you very much for inviting
Copa-Cogeca to this important debate. For those who don’t know us, Copa-Cogeca are the
united voice of farmers and their cooperatives in the European Union. Together they represent
23 million farmers and their family members and 22 000 European agriculture cooperatives.
The protection of crops is a keystone of all farming activity and modern arable farming in the
European Union, irrespective of the production method.

Plant protection products (PPPs) are used in agriculture to protect plants from pests and diseases
as part of farmers’ economic activity. Thus they do not have an impact on biological activity
and subsequently there is a risk involved in their use. From our point of view, pest site active
substances should be treated like most other substances of concern for human health and the
environment, considering issues of risk and exposure. We regret that the Commission keeps the

Page 129 of 237



12 28-06-2018

hazard-based approach for PPPs instead of a risk-based one which takes into account hazards,
including potency and exposure.

As part of their job, farmers use PPPs to grow healthy crops and ensure an economic outcome
of their work, provide safe food and safeguard the environment. At the same time, they have to
take into account consumers’ requests. In this respect, the market is looking for zero tolerance
when it applies to quality and by this I mean free from damage caused by pests. Often the
information about PPPs presented to the general public ignores the role they play in delivering
safe, reliable and affordable products.

In order to keep as many solutions in the tool box as possible, Copa-Cogeca support safe, active
substances, be they chemical or biological, to be put on the market. When a safe use for an
active substance cannot be demonstrated Copa-Cogeca do not ask for the reauthorisation of the
active substance. Regulation 1107/2009 draws on the principles of the European General Food
Law to establish the procedure underpinning the placing of PPPs on the market. The European
Food Safety Authority (EFSA) plays a key role in this procedure by ensuring a consistent
evaluation of active substances.

Therefore, Copa-Cogeca base their decisions on assessment, while asking for appropriate risk
management and mitigation measures when needed. In the authorisation or re-authorisation
process, EFSA provides independent, transparent and professional scientific assessment. Thus
Copa-Cogeca are – and always have been – strong supporters of EFSA’s mission and objectives
ever since its inception. The EU institutions and Member States also have a key role to play to
support our strong scientific authority. We can always improve the way scientific methods are
applied, but the role of EFSA remains crucial for the correct functioning of the single market
and the European Union.

It is also essential to keep in mind that farmers remain the primary users of PPPs. Therefore it
is in their own interests to store, handle and apply the products in a safe way to protect human
health in general and themselves in particular. Directive 2009/128/EC on the sustainable use of
pesticides already provides measures to reduce the risk of PPPs for human health and the
environment, while also seeking to streamline appropriate use in the cultivation of crops. As
part of the requirements established in this directive, farmers receive official training to become
professional users. This training includes both initial and additional training about the potential
risks to human health and the environment and of the appropriate measures to reduce those risks
when applying, storing and handling PPPs.

Moreover, this directive also establishes measures to protect the aquatic environment and
drinking water, as well as to reduce the risk in specific areas. Member States have also put in
place systems to handle and store pesticides and to treat their packaging and remnants in
combination with the Sustainable Use Directives 2006/42/EC and 2009/127/EC, which provide
rules on pesticide application equipment, ensuring the high environmental requirements and the
systems for regular technical inspection of such machinery. In short, we must test our sprayers.

Finally, even if it is not a new concept, farmers apply integrated pest management (IPM). IPM
means managing in a given situation populations of plant pests, diseases and weeds by the
combination of all appropriate agricultural practices. This holistic approach reduces the impact
of pests and damage to an acceptable level and, at the same time, ensures the protection of
human health and the environment. Therefore, we consider farmers are professional users who
take care of their crops and the environment.

Based on these facts, Copa-Cogeca strongly believe that it is essential to build confidence in
the European food safety system. The European Union has some of the highest standards
worldwide to protect both human and animal health and the environment. This is something we
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have to promote for our common EU interest. Although farmers are well trained, their spraying
equipment is checked, aerial spraying remains a rare exemption, and the farmers make the most
out of the available tools they have. The current system for the authorisation and control of
pesticide use is not safeguarding the competitiveness of European agriculture, which is one of
the objectives of Regulation 1107/2009.

The reduction of the farmers’ tool box endangers their ability to effectively fight against pests
and diseases. In addition, the availability of proper tools – mechanical, chemical or biological
– is a key element to properly implement integrated pest management. Normal agronomic
practices – meaning crop rotation, seed and variety selection, cultivation practices, sowing dates
and densities, irrigation etc. – are extensively used to control the vast majority of pests and
diseases. Nevertheless, many of these tools are under pressure because of lack of confidence in
the EU institutions and non-science based traditions, for instance new breeding techniques or
PPPs.

European farmers and their cooperatives need access to these technological advancements in
order to meet the upcoming challenges and to remain competitive. In fact, administrative
burdens are leading to the concentration of agrochemical companies and the disappearance of
small and medium-sized enterprises. For the EU farming community it is crucial that we
continue investing in this area to bring new and safer products to the market adapted to the EU
agriculture.

Copa-Cogeca has signed a collaboration road map with the International Biocontrol
Manufacturers Association (IBMA) in order to increase the availability of low-risk active
substances for farmers. Despite the interest from EU farmers to apply low-risk PPPs, the
availability of such products is clearly far from envisaged. The development of safer
environmental options is crucially important for sectors like organic, which seek mainstreaming
production, while facing lower availability of solutions and climate change.

Despite the fact that PPPs are applied in the EU in a safer manner than anywhere worldwide,
EU farmers still face a more restrictive approach when approving PPPs. This situation
represents a loss of competitiveness at global level, resulting from additional costs and loss of
safe and efficient tools. Here I would like to refer to the case of glyphosate. Unfortunately, we
cannot impose these restrictions to our trading partners if they are not scientifically justified.
We are putting up a fight with a hand tied behind our back.

In conclusion, we strongly believe that without proper tools on the market which complement
existing IPM, European farmers cannot deliver on their commitments, seriously, endangering
the capacity of EU agriculture to respond to the EU’s priorities, such as jobs and growth, and
to ensure safety standards and meet global challenges.

Chair, I believe that my speaking notes will be made available through the secretariat. If you
wanted to distribute them, please feel free to do so.

1-013-0000

Chair. – The time has come to move on to the debate. As usual we are going to start with the
two co-rapporteurs. The usual principle applies. It has no doubt been explained to you again,
but we are going to repeat it. The principle of one minute, the table-tennis principle – I mention
this for the benefit of our speakers. Thus, taking up no more than one minute, a selected or
targeted question is put to a speaker, who shall have two minutes to reply, trying to remain as
focussed as possible. This is the rule that has been set. If the response is not satisfactory, taking
up no more than 30 seconds the member may ask another question, with two additional minutes
being allocated for the reply, such that speech may circulate freely, and everyone has their say
or can ask questions.
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As co-rapporteur, Norbert Lins for the EPP, will kick off this important part of the session,
whose aim is to go into the issues in-depth.

1-014-0000

Norbert Lins (PPE). – Mr Chair, I would like to thank the speakers for their very informative
presentations. I have a question for the Secretary-General of Copa-Cogeca: In your presentation
you touched upon minor uses, but also indicated that in our current plant protection law — and
this came up with the Spanish agency as well — we have problems with mutual recognition.

I’d like to return to the topic of zoning: we have three zones in Europe; what kind of feedback
are you getting about them from your farmers? Is the use of zones sensible? I’m thinking about
the fact that where I come from, the Upper Rhine and Alsace belong to two different climatic
zones, I’m looking at northern France and Belgium; does it make sense for us to be maintaining
this zonal system?

1-015-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – In response to the question, I would like
to point out that the principle of the availability of active substances or the toolbox to fight pests
and disease is very much the guiding principle here. When it comes minor species and minor
crops, the economic factor is that demand for those products is usually fairly limited. In many
cases, for instance through the zonal system, the volume doesn’t necessarily constitute a
sufficient volume for the marketplace.

However, we see differences between the zones. While it seems that the northern zone seems
to be working fairly well and, at least to a certain extent, also the south, the central zone in the
EU in particular would not perform in a way that we would have hoped for. That poses a
particular challenge to that region and to using that zonal approach. But I would like to underline
the fact that, especially when it comes to minor species and minor crops, we increasingly lose
active substances because of the reality of the consequent market release cost to the operators.

Therefore it is very much in the hands of the administration to make it work. For instance, we
have supported the mutual recognition approach in this respect to make these products easily
available, but while we do that we also underline the importance for them to be safe. So it is
basically to choose how to organise oneself and, in this respect, the zonal system doesn’t work
in the way that we would have hoped for.

1-016-0000

Norbert Lins (PPE). – So if I can follow up on that: you’re not saying that you’d question the
zonal system in general, but you are saying that one zone isn’t really working right. Could it be
because we haven’t actually divided Europe up by climatic zones, but instead derived our zones
from the Member States? And at the end of the day — I didn’t really understand this from your
answer — do we now want to keep the zones, or do we perhaps need a totally new system?

1-017-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – I would assume that climatic conditions
are a reality for each of these regions or zones. Therefore, I find it difficult to say that we have
to throw it out of the window and re-create something new. I would rather go to strengthening
assistance especially to the central European zone in its operations and function. We believe
that there are certain elements and also natural reasons why we do not cultivate rice in the
central-northern part of the EU. Consequently, for natural reasons the main area will clearly be
in the south. This would be very much linked with several crops and minor species in respect
of their main producing areas in the EU. So we see that the zoning will still have its relevance,
but it is more to do with making it work properly and, in fact, as it is intended, which is not the
case now.
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1-018-0000

Bart Staes (Verts/ALE). – Thank you, Mr Chair. Thank you also to all the speakers for your
input. In my question I should like to expand on what to me was a very convincing presentation
by Mr Mesnage. In the written answers, I read that he says the formulations are not always
adequately assessed, since only their acute toxic effects are studied, and the long-term health
effects of pesticide residues of the complete commercial formulations are never tested.

I also have a study from the Food and Veterinary Office in front of me, which explicitly states
that Member States do not comply with the legislative requirements of the Pesticide Regulation
of 2009 and that three Member States even allow pesticides that have never been evaluated. It
says in the study that the percentage is between 9 and 33%. This, I think, is important
information.

My question is to the Member State representatives, and if I have to single out one, it would be
Belgium. What is your reaction to Mr Mesnage’s statements? Do you study the long-term
effects in terms of health? Do you study the products in terms of safety, synergistic effects,
cumulative effects, and the potentiating effect of recognised active substances and the co-
formulates that are mixed with them? Do you do this? And if not, why not?

1-019-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium –
Indeed, we do not investigate the long-term effects of formulations. The law does not provide
for this, for very specific reasons. We take the view, which is also stated at European level, that
only the active substance is stable. Only the active substance will eventually end up in the
human body.

The long-term effects of formulations could for instance be relevant to the user. It is only the
user who is directly in contact with the formulation as such. So if you have a user who handles
formulations containing glyphosate on a daily basis, then you might expect that the long-term
effects of these should be studied. But there is no such user. People might use glyphosate often,
but definitely not daily, so the proposal to add a safety factor for ADI that is suitable for daily
use, goes much too far in my opinion. Only the active substance is stable enough to enter the
body, and therefore it was decided in the legislation to only study the long-term effects of the
active substance.

Synergistic effects, which were mentioned, have only been observed very rarely so far. There
may perhaps be a few known cases of in-vitro studies where synergistic effects occurred. This
has never been observed in vivo, and even with glyphosate and co-formulates, there is in our
opinion no question of synergistic effects. We must also object to the statement that
formulations would be thousand times more toxic than glyphosate – at least, we are talking
about long-term effects, therefore we do not really know this – but for acute toxic effects, only
differences of times ten have been determined.

1-020-0000

Bart Staes (Verts/ALE). – I also wanted to ask you to comment on Mr Mesnage’s statements
regarding hormone-disruptive effects as well as the impact of pesticides on microflora and
bacteria in the digestive tract.

1-021-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium –
Indeed. I can only confirm that all of these potential effects have already been included in the
evaluation. As for endocrine effects, sufficient studies are already present in the package that
we are asking for pesticides. If such an effect were to occur, that would be observed in the
studies that are already required. We have to go further for other substances, but for pesticides,
we have expanded the application requirements to such an extent that this is already included.
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As for the effects on microflora in the digestive tract: we know that there are recent studies, but
these do not give us any new information either. The effects are already known and taken into
account in the risk assessment.

1-022-0000

Karin Kadenbach (S&D). – Mr Chair, I can follow on in the same vein as the last speaker,
Bart Staes. Two questions: The first is directed at Dr Mesnage. Thank you to everyone for your
presentations.

From the preliminary discussions, we got the impression that when it came to the approvals
process for glyphosate, a great deal of things didn’t go as specified in the legislative framework,
and a number of studies were either not taken into consideration at all, or else not in great detail.
However, if I’ve been following your presentations today correctly, then in fact, the serious
hazard to human health isn’t really glyphosate, or at least not glyphosate alone, but rather the
various formulations. So, does our legislation have an absolutely enormous hole in it here? Do
we have a false sense of security, specifically for those products which are rated as non-
carcinogenic, but where, if I understand correctly, we don’t actually test the combination of
those chemicals in their various formulations in any way, because if the substance per se is not
potentially carcinogenic, the formulations aren’t examined. I mean, are we sitting on some sort
of ticking time bomb here?

1-023-0000

Robin Mesnage, toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – First, I would like to reply to one of the earlier remarks about the co-formulants and
their presence in the human body.

In fact we don’t know if they are in the human body because we are not measuring them. And
for the environment, we know that some of these co-formulants can be found in the environment
and can enter, reverse and potentially be in tap water. There were studies in the US.

For the other remark about the carcinogenicity of pesticides and active principles – so, even if
an active principle is not the source of the toxic effect, this does not mean that we should not
test the whole formulation because every ingredient should also be studied case-by-case. In the
case of glyphosate, if the problem is not glyphosate but the co-formulant we should just go for
safer formulations.

1-024-0000

Anthea McIntyre (ECR). – Thank you. My question is really for Mr Pesonen from Copa-
Cogeca.

We are aware that there is a real threat of anti-microbial resistance in veterinary medicines. It
is very well documented. But far less attention is being paid to the increasing accounts of
pesticide-resistance in plant pests and diseases and the need for a variety of plant protection
products.

So if the number of products that’s available continues to decrease – and we know that they’ve
only been about eight new products in the last few years, and that results in fewer alternatives,
what do you estimate will be the impact on European agriculture and food security and are we
in fact decreasing the environmental protection that we’re all seeking to achieve?
1-025-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – Thank you very much for the question.
Since you mentioned anti-microbial resistance, we have that particular case very much on our
agenda for the moment. We know that we have a limited number of antibiotics available and,
in particular, we haven’t seen any new antibiotics introduced in this sector for a number of
years, as far as I recall. Therefore this is a very current and relevant question, especially for
anti-microbial resistance and the use of these particular products.
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When it comes to pesticides and building up resistance, the whole concept of integrated pest
management is to ensure that we have a range of actions – not only chemical or biological, but
also physical, everything: crop rotation – as I mentioned, normal agronomic practices to
diversify as much as possible in order not to repeat the treatment of the same parcel of land for
instance, in the same manner.

We are trying to avoid monoculture for simple agronomic reasons. We can’t always completely
avoid that for the very same reasons. Typically, in some regions in Europe we have to use more
or less the same areas to cultivate, for instance, feed for livestock for natural reasons. So we
have to find a solution there. But, even in that case, we need to employ different methods –
preferably every year, every crop cycle – so that we don’t build up these resistances against any
particular product because in the long run – quite rightly so, as you indicated – we would be
losing these products because the effectiveness of the substance will be lost.

Therefore, in the long run, the fewer alternatives in the global integrated pest management set
up we have, the more likely it becomes that we cannot fight pests and disease and eventually
that would lead to a deterioration of our security objectives. This is exactly what the European
and global farming community is worried about because we are expected to deliver probably
twice as much food in the long run because of the increasing population and, in particular, the
requirement of citizens of non-European citizens for high-quality proteins. So Europe is not the
sticking point here, but the global food security, in which Europe leads the way.

1-026-0000

Lieve Wierinck (ALDE). – Thank you, Chair. I have a question for Copa-Cogeca. As you
indicated in your answer to question 54, the EU keeps imposing stricter legislation, and an
increasingly limited number of pesticides and plant protection products are recognised, while
third countries continue to allow these same pesticides. Regulation (EC) No 1107/2009
nevertheless clearly states that its second aim, after the protection of human and animal health,
is to improve the functioning of the single market and agricultural production. Does the
Regulation fail in your opinion, or could you tell us more about it?

1-027-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – I think the crucial element here is: how
does it work in an increasingly liberal, international trading environment? Because through EU
legislation would do.

The big question is that if we talk about consumer exposure vis-à-vis certain active substances
and we have differences in legislation in the EU vis-à-vis importers to the EU food market, we
cannot impose the same scientific requirement in the regulation if this is the case unless it is
justified by science.

We cannot impose – in the worst-case scenario from the European perspective – precautionary
principle-based measures cannot be simply imposed on our imports. If they are, unfortunately,
our trading partners would be able to challenge us and especially in this House I believe that
you would be very supportive to maintain international agreements.

The European Union is one of the founders of many international agreements to use scientific
evidence as a base of our, let’s say, collaboration with third parties and in reference to the
regulation of the EU it has more to do with the fact that how can we impose the same EU
requirements to the third parties without losing our competitiveness in the EU market?

And so I think this is the crucial element – we don’t disagree per se on the regulation per se. If
we were in a bottle – if we were in an atmosphere where we don’t have to deal with third parties,
we don’t have a problem in going forward with a complete ban on pesticides but then
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unfortunately, we have to organise this in an increasingly open, liberal, trading environment
and that makes things much harder than we know.

1-028-0000

Anja Hazekamp (GUE/NGL). – Mr Chair, I have a question for the Belgian authority. My
question pertains to the harmonisation process and peer review. You mention it in your answers,
and I would like to know for instance what such a peer review process consists of, in particular
when we look at the Monsanto Papers. During the peer review process, do they talk about the
Monsanto Papers, for example the copy/paste issue at BfR and how this could be avoided in the
future? I would like to have an answer to that.
I also have a second question for you. You say that harmonisation and the streamlining of
evaluations are actively being pursued. What I wonder is, how does this relate to the flexibility
of Member States? In your answer you indicate that the fact that Belgium voted against re-
authorisation is no reason to assume that the country is not bound by European authorisation.
By this, are you implying that the flexibility of Member States is non-existent the moment a
substance has been authorised?

1-029-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium –
To answer your last question: indeed, that is built into the European legislation. If an active
substance has been authorised, the Member States are obliged to give it their authorisation. That
is, if the formulations as such meet the requirements stipulated in the European Regulation.
That is logical. It is called European decision-making. Mr Pesonen also said just now that we
have to work on a European market. That is what the European Regulation says.

To get back to your first question, on how peer reviews work in practice. A meeting is called
by the EFSA. All the toxicologists of the various Member States will then meet in Parma and
together they will study the toxicological part of the dossier. They will have prepared for it. A
rapporteur will present the dossier, and the other Member States can then ask questions,
pertaining to their field of research in particular. Issues will then be discussed. If anything is
unclear, or needs to be looked at in more detail, the participants will talk about it and see how
it can be taken further, before they draw up a final conclusion that will be fully endorsed by all
the experts who participated in the peer review.

You asked about the Monsanto Papers in particular. No, they were not brought up, because they
were only published afterwards. The draft evaluation report had already been written by
Germany. A peer review had already taken place. It was only afterwards that the Monsanto
Papers came out in the media. Besides, this had no impact on the process, in the sense that the
Monsanto Papers spoke about two studies, two summaries of existing studies, all of which we
had already evaluated. The baseline studies had already been investigated in the dossier and
taken into consideration when the decision was made. The summaries that came up in the
Monsanto Papers were also known, but everyone knew that both summaries had been financed
by Monsanto. This was certainly taken into account. However, in principle the summaries were
correct, as they simply summarised the studies that had been investigated. What I want to say,
is that they therefore had no impact on the decision-making. The Monsanto Papers, which
mentioned that the studies were financed by summaries which we knew had been financed,
therefore also had absolutely no impact on our decision-making, which is natural.

1-030-0000

Anja Hazekamp (GUE/NGL). – Thank you for the answer. I still have an issue with the
harmonisation process though. Are you now saying that this authorisation should happen if all
the Member States agree? What I wonder is, what about differences in ways of interpreting the
data, or differences in assessment. What would then determine whether or not a substance is
authorised? Will it simply be a majority decision, or will they look at the matter again in a
substantial way?
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1-031-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium – It
is certainly not an easy exercise. It is a very complex field. At the peer review meetings it is
true that the experts from the Member States can give their advice, but in the end, EFSA will
do the final assessment. They will take into account everything that has been said, and then
make an entirely independent final assessment. They may well consult the experts, but will then
draw up the EFSA conclusions themselves in order to do an entirely independent evaluation.

1-032-0000

Piernicola Pedicini (EFDD). – Mr President, as we have heard, the European authorisation
procedure is very complex, at both European and national level, and requires proof in any case
that, on the one hand, these pesticides are integral and beneficial for production, but on the other
hand, have no impact on the health of humans and animals and on the environment in general.

I would like to ask the Member States represented here, the Belgian, Spanish and Romanian
authorities, which procedures are used, in practical terms, to ensure that the objective of
protecting human health and the environment is a primary objective, ahead of boosting crop
production?

How are these controls implemented in practical terms to enforce this objective, and how do
you ensure that this objective is upheld even after the authorised product has been placed on
the market?

1-033-0000

Paulina Gabor, Director General, Romanian National Phytosanitary Authority. – In response
to your question, as I mentioned in my presentation, we have a regional network of
phytosanitary laboratories, whose inspectors carry out a range of checks at regional level. On
your question about how we protect the environment, we follow a set of instructions.

We start by developing an annual action plan, which requires a number of checks on as many
farmers, users and traders as possible.

Another measure, aimed at minimising the adverse effects of using plant protection products,
involves monitoring on the ground that cross compliance and implementation regulations are
met, as Romanian farmers are required to keep a treatment register in which the date of
treatment, the recommended quantity according to the product labels and the time of application
are strictly laid down. It is also very important for the interval between the last treatment and
the harvest to be specified in the register.

1-034-0000

Piernicola Pedicini (EFDD). – I was focusing more specifically on prioritising the objective
of safeguarding health ahead of ensuring production. Could we also have the opinions of the
other Member States represented?

1-035-0000

José María Cobos Suárez, Deputy Director-General of Health and Plant Hygiene and
Forestry. – In Spain, as in Romania, we have a national plan for controlling the placing of plant
protection products on the market, which involves analysing many samples in order to
determine suitability and compliance with the obligations implied by the authorisations of plant
protection products. In 2017, in particular, 4 400 tests were carried out and 1 400 samples were
taken. Those that did not comply were sanctioned.

We also have a national plan for monitoring the use of plant protection products, which involves
taking a series of samples and obliging farmers to record all the treatments they carry out on
their crops in a ‘field logbook’, which has been compulsory for five years now.
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1-036-0000

Angélique Delahaye (EPP). – Mr Chairman, I would like to thank all the speakers who have
made such informative presentations and which, as far as I am concerned, have greatly
enlightened me.

I would like to focus for a second on the presentation by Mr Mesnage, which has the great merit
of properly highlighting the difference between active compounds and co-formulants. I would
like to ask him for some clarifications. He raised the issue of co-formulants and the fact that
they are not, in fact, assessed and are left to the sole discretion of Member State approval, which
creates variations in the interpretation of the procedures that currently underpin certification at
EU level by the EFSA and EU agencies for the certification of active compounds. Finally, I
would like him to confirm that one approach, one solution available to us in the future is
obviously to put the analysis of co-formulants on the same footing as active compounds. I
understand that there are very many of them and that, given the current state of affairs, it is
difficult to assess them all but there’s no getting away from the fact that we need to take a first
step. What’s more, will there be, above and beyond funding levels, which I believe are currently
widely recognised as being insufficient, adequate qualified personnel to rise to the challenge,
as a large number of people will be required.

I would like him to tell us a little bit more about the recommended approaches and the answers
given to us in his report.

1-037-0000

Robin Mesnage, toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – First of all I can come confirm everything you said. I you agree and there is this
major problem of consideration that some molecules are inert in pesticides and some are active.

One solution would be to consider all of these molecules as active or as just pesticide
ingredients, but this is a problem which is encountered not just only in pesticide toxicology –
this is also the case for cosmetic products in which there are so-called inert ingredients.

And what is quite impressive is that sometimes the regulation is completely unscientific because
some ingredients are considered active in some products, but the same ingredient would be
considered inactive in another product.

So yes, we need to ensure that all these ingredients are tested but first, to make sure that all of
these ingredients are tested, we need to know where they are, and we need transparency on the
composition of the commercial formulations of pesticides, which we don’t have now. We need
measurements of residues in the environment for these molecules because we have few studies
showing that these co-formulants can be found in the environment. There is a large
misconception that they are easily biodegradable and they are not relevant. But this is because
we haven’t tested them so there is a lot of progress to make on that but there is no easy solution.
That is why I propose a whole mixture approach and safety factor because I know that it would
be impractical to test all of these formulations.

One other solution that I haven’t mentioned would be to determine a set of representative
formulations. In the regulatory dossier there is already a reference formulation which is
considered when evaluating residue levels and short-term toxic effects. We could extend this
evaluation and determine a set of reference formulations which represent the most complete set
of formulations which are used in agriculture and this would be one first approach even if there
is no ideal easy solution.

1-038-0000

Angélique Delahaye (EPP). – Mr Chairman, a final question; Mr Mesnage, you have covered
quite a wide spectrum but, in fact, in terms of evaluation, there is one assessment method for
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pesticides and another for medicines. Doesn’t this also merit a broadening of the spectrum? As
you said, these products are found in many places, including but not only, cosmetics. Thus there
are risk/benefit analyses for medicines, others for plant nutrients and still others for cosmetics.
If we’re going to look at the recommendations therefore, don’t you think that we have to take
a much more in-depth approach?

1-039-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – Yes, we can take some lessons for risk assessments performed in other domains and
try to harmonise that. In the case of drugs, for instance, something which is very positive is that
all the trials are registered and so an applicant for a hazard assessment will have to register all
the tests and all the tests will be considered. It is not possible to discount any tests and
everything is transparent. So these aspects are very important.

Another aspect that I didn’t mention is that some of these ingredients are tested alone and there
are some safety profiles, but they are never tested in the combination in which they are found
in the environment. It’s not only about co-formulants, but also about contaminant impurities.
In this case, that’s why the whole mixture approach will be the most valid to calculate an
acceptable daily intake for one active principle because it will be very conservative and will be
taking the worst-case scenario.

1-040-0000

Chair. – Thank you, Mr Mesnage. So you do confirm that we are, in fact, playing at sorcerer’s
apprentice – and it’s important for us to state things as they are – and that there is a lot of room
for improvement. In terms of resources, it would perhaps be possible for the agencies operating
in this field to work in synergy, the EU agencies first of all and then, later perhaps, national
ones. Indeed, this question has already been raised with a view to responding more
systematically to the challenges we face. This was the meaning of the question I believe.

Mrs Guteland, who is replacing Mr Poche in the social-democrats group, shall now have the
floor.

1-041-0000

Jytte Guteland (S&D). – Thank you Chair and thank you the panel for all your presentations.

I have a question for Mr Mesnage from the King’s College of London relating to the endocrine-
disrupting properties of pesticides. More specifically of the active substance glyphosate.

Thank you very much for your answers and for your expert point of view on some of the very
crucial aspects including toxicity of commercial formulations, who should pay for the
independent risk assessment of chemicals, or risk to public health, including long-term health
effects of pesticide residues that are currently not tested.

Let me just very briefly summarise some of your comments as I understand them. You think
that the raw data gathered by the industries is not sufficient, that they have a good quality, but
that they don’t cover all the end-points necessary to fully evaluate glyphosate toxicity.

You think that the most important gap is the absence of studies investigating the effects of both
glyphosate and glyphosate-based pesticides in the long-term. Viruses starting prenatally, which
would impact, include important endpoints such as biomarkers of endocrine-disruptors as well
as the study of the host micro biomes.

Finally you stated that in your neuro-scientific opinion the assessment of pesticide active
ingredients is not sufficient since the battery of toxic tests used to estimate the general toxic
effects such as target organ toxicity or histopathological lessons is very unreliable.
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According to your answer this means that the chronic metabolic diseases are not very well
detected which in the current battery of tests, including the case of diseases provoked by
endocrine-disruptor effects.

So in this context, do you think that the new EU scientific criteria for plant protection products
to identify endocrine-disruptors sufficiently addresses this problem and more specifically that
glyphosates should be reassessed once the criteria start to apply on 10 November 2018.

1-042-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – I believe that glyphosate should be reassessed because there is this lack of data. These
advances on the endocrine disrupting effect, risk assessment, and hazard identification are
major advances. They are not totally sufficient because, as I said, some effects have not been
completely assessed, like a potential obesogenic or diabetogenic effect or other chronic
metabolic diseases. In fact, if there was only one test that should be performed, it is this type of
long-term toxicity test, starting prenatally, because we are generally exposed to pesticides
chronically and only a lifelong exposure will reflect this type of hazard.

So for glyphosate there are already some endocrine disrupting effects which have been studied
by the US EPA. They have integrated glyphosate into their programme, and they did not find
any endocrine disrupting effects of glyphosate on oestrogen receptors and androgen receptors
in thyroid hormone receptors. So it sounds to me that glyphosate itself is unlikely to be an
endocrine disruptor, but I cannot be totally sure because of some of the important pathways,
such as obesogenic and diabetogenic effects, and also, most importantly, the effect on the gut
microbiome, which could be classified as some type of endocrine disrupting effect. The
definition of an endocrine disrupting effect is sometimes a bit blurry. But there are studies which
need to be done – I have to say that briefly – on glyphosate. Even if glyphosate is not considered
an endocrine disruptor for now, we do not have any evidence that glyphosate is an endocrine
disruptor.

1-043-0000

Anthea McIntyre (ECR). – Thank you Chair. I also have a question for Mr Mesnage.

In this committee we have talked a lot about the independence of experts and having anything
that’s industry funded has been has been questioned. So I wanted to ask you if you believe that
industry funding erodes the public’s confidence in scientific studies?

Obviously, you and your colleagues produce studies which are sponsored by industry – by
organic food companies and organic grocery stores, so blunt question: do you have a conflict
of interest and why should the public have confidence in your work when it too is funded by
industry?

1-044-0000

Robin Mesnage, toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – I don’t have any financial conflict of interest because all of the studies that are
performed – even if there is a source of money coming in – not from the organic sector, – we
are funded by – if I have to disclose all my funding: everything, my salary, is coming from the
Sustainable Food Alliance, which is not promoting organic and I am totally independent from
them and this is completely different from the case where an industry is pushing their own
product, doing their own tests and these tests have to be taken into account for regulating a
product.

I am doing independent science. I am not doing regulation. I don’t say that what I do in my
toxicity tests should be taken into account to regulate the product that I am testing, but what
I’m doing is pushing the frontiers of this risk-assessment to provide solutions for gaps that we
have identified.
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So in this case, the fact that I am funded by an NGO which is promoting sustainable agriculture
and not necessarily just organic agriculture, makes that irrelevant.

1-045-0000

Lieve Wierinck (ALDE). – Thank you, Mr Chair. I also have a question for Mr Mesnage.
Further really to the question that the coordinator asked just now. When the investigation on
glyphosate was done, as you said, it was observed that there were about 750 different products
incorporating glyphosate. We are therefore looking at a solution or a medium in which we have
an active product as well as excipients. You said that a study had been carried out with regard
to glyphosate, and so far it actually seems to be fairly efficient. Little has however been done
with regard to the excipients. I am a pharmacist, and I know that in pharmaceutical sciences,
excipients are investigated and considered almost as important as the active product. They must
meet specific requirements. They must have a certain degree of purity.

In the case of pesticides, excipients will be taken up less – and this has been demonstrated – in
humans and plants. There will still be residues, but a lot less of these substances will end up in
the environment. They must eventually end up somewhere. If they end up in the environment,
three elements will eventually be affected: crops, the farmers who use and spread the products,
and the consumers who will eventually also come into contact with it.

In the legislation, if I understand correctly, little mention is made of these excipients, because I
have not heard much about it. Do you think that the legislation should change in this respect?
If we then hear that the by-products or excipients are sometimes more toxic than the product
itself, I can’t help wondering where we stand. I know of a number of by-products, for instance
benzene. When I was a student, we worked with benzene. Benzene is now classified as
carcinogenic and may actually no longer be used, but are such products still found in solutions?
These pesticides are not very soluble and must be dividable, and we are looking here at an
active-product content of between 30 and 50% maximum, I think. Which means that we always
have 50% excipients. What is your opinion about the legislation in this respect?

1-046-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – The point about legislation is very large because it takes into account all points of
risk management, which I’m not an expert in. If we want to have a more reliable test to measure
the toxicity of a pesticide, we have to take everything into account because these molecules
considered as co-formulants can be present in the environment and can have a toxic effect not
only on humans, but also on animals in the fields where they are sprayed. This is not sufficiently
characterised by the current tests applied.

1-047-0000

Anja Hazekamp (GUE/NGL). – Thank you. I also have a question for Mr Mesnage. We have
heard one of the national authorities say that you would have to be exposed daily to these co-
formulates in order to experience any effects. But in the answers, I see a little list with a number
of organic compounds, including benzene, which can be used if it is technologically necessary.
There are for instance also substances like N-Methylformamide and N-Methylpyrrolidon and
alkylphenol ethoxylates.

I would like to hear from you if it is necessary to have daily exposure in order to experience the
effects of these, or would for instance a chronic, long-term monthly exposure also be sufficient
to experience effects?

1-048-0000

Robin Mesnage, toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – It is really on a case-by-case basis because each of these ingredients are different.
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So some of them have been shown to have effects on farmers during their application and these
are more acute effects but some of these other ingredients are also likely to have effects from
life-long exposure and this is a dark zone/grey area for now because these ingredients are not
identified, not measured, not tested and we don’t know anything about them – so there is a lot
of change to bring there if we want to conclude on the effects of lifelong exposure.

1-049-0000

Michèle Rivasi (Verts/ALE). – Mr Chairman, I must admit that when I listen to you, I tell
myself that we have very much underestimated the impact of pesticides on people.

I have listened to and read what you have to say Mr Mesnage. You talk about safeners, for
example, synergistic substances and co-formulants but I never hear Member States - the people
responsible for authorising the product - talking about them. So which is it? What should be
studied? When I looked into this, even the EU has studied a co-formulant called tallowamine
and found that it was very dangerous – you said that it is perhaps a thousand times as toxic as
glyphosate due to synergistic impacts. And you – here I’m speaking to the Member States, to
Belgium, Spain, Romania –, have you identified any co-formulants? Did you notice that the
product could be up to a thousand times more toxic than glyphosate? What are you doing about
it exactly?

We are in the position of having to report on protecting the health of EU consumers. If the EU
only assesses the active substance and it transpires that lots of co-formulants are added that
make the product still more toxic, both for animals and humans as well as plants, a great
responsibility rests on your shoulders. Do you have the means of knowing what all the product
ingredients are so as to be able to tell if it is too dangerous? And while I’m at it, when the French
government discovered how dangerous tallowamine was in terms of co-formulants, it banned
126 products that contained glyphosate and this co-formulant.

What did Belgium, Spain and Romania do? Did you also ban this product because it was very
dangerous for people? As you can see, products fall under the responsibility of Member States.
Are you going to ban this product and on what basis?

1-050-0000

Robin Mesnage, toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – I agree but I can start by adding that in some cases it would be very easy to find a
solution if we tested these products because we would know their real toxicity and when I
compared nine commercial formulations of glyphosate I saw that some of these adjuvants were
one hundred times more toxic than the others.

So if we have the complete picture of how these ingredients are toxic it would probably be very
easy to select some formulations to ban without necessarily impacting the market because some
formulations can be used and replace others. We have 750 so we can probably get rid of some.

1-051-0000

José María Cobos Suárez, Deputy Director-General of Health and Plant Hygiene and
Forestry. – We believe that we have all the information on the composition of plant protection
products. With regard to the question that has been raised, Spain has a list of 24 co-formulants,
8 impurities and 2 substances containing fibres that are dangerous to health, the use of which is
prohibited by the Spanish Ministry of Health.

As for the ban on glyphosate-based products containing tallowamine, I do not have the exact
figure, but at the time in Spain we withdrew over a hundred plant protection products containing
tallowamine. At present, there are no plant protection products containing tallowamine in the
Spanish register.
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1-052-0000

Paulina Gabor, Director General, Romanian National Phytosanitary Authority. – Chair, in
Romania there is no list of these substances that affect human and animal health. However, we
do take into account all the assessments in the Member States’ area reports that we receive from
them. On the other hand, returning to glyphosate, there is currently no product on the market
that contains tallow amine. They were withdrawn, and there were only 31 for which
reauthorisation was requested.

1-053-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium –
All excipients are also known in Belgium. We have detailed compositions of all the
formulations on the market. Everything is fully identified. It is therefore not true that we don’t
know anything about the formulations. They may not have been discussed much here, but we
have a whole battery of studies that were carried out with end formulations.

When we do assessments for products that enter the market in Belgium, we do it with these
formulations. We have studies that monitor all the impacts on the environment and on users.
The results of these studies with the formulations themselves are taken into account. What
matters is the end formulation. This means that all ingredients are studied together in the
evaluation. This is understandable, because we, and the environment, will only be exposed to
the end formulation.

Are tallow amines really that much more dangerous? No, they increase the toxicity of
glyphosate, granted, but we prohibited it at European level because there were merely a few
doubts about it. Why did we prohibit it? Because there were safer alternatives. You can easily
prohibit co-formulates, but then you have to know whether they can be replaced by safer
alternatives. Otherwise we shall of course achieve the opposite effect. We should also
remember that these excipients make it possible to use less active substance. If we did not have
them, we would have to use a lot more glyphosate. We would then be much worse off.

In fact, a perverse effect of tallow amines is that they increase the toxicity of glyphosate, but
they also increase its efficacy. Replacing tallow amines with other excipients will therefore lead
to an increased use of glyphosate. We prohibit a potentially dangerous excipient, but there are
also negative effects associated with this.

No, we do not have any indications that similar dangerous excipients are known. Tallow amines
were an exception, and they are now prohibited. We therefore also supported this at European
level, because there are other, safer alternatives, and because indications for those exist. But it
is also very difficult to evaluate this. Detergents in any case have a corrosive effect and therefore
sometimes cause false results in tests. Genotoxicity testing affects membranes, which is masked
by the use of detergents. You could therefore get negative test results, but we would still not
have proven anything by it. It is all very technical and complex. It is not that simple to just point
to an excipient and say that it is not acceptable. That is what I mean.

We have already prohibited quite a number of substances, because we found that the relative
toxicity with regard to the active substance no longer justified their authorisation. That is why
our answers also include a list of prohibited excipients in Belgium.

1-054-0000

Michèle Rivasi (Verts/ALE). – I note that Spain, Belgium and Romania have not all taken the
same position, because in Spain you have said that you have not banned products containing
tallowamine. So you see that there is indeed one country that bans it and not another. This may
be a problem. No, didn’t you say that? Ah, it must be the translation. Maybe there’s a problem
with the translation.
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The question I put to Belgium is: do you analyse safeners, those that reduce toxicity for
example, auxiliary agents and co-formulants separately? Do you analyse them separately or do
you carry out an overall analysis to determine toxicity?

1-055-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium –
Regarding excipients, we know their identity in particular. These excipients must of course also
be mentioned in the scope of REACH. We have a relatively limited dataset for this. It could
definitely be expanded. That is perhaps an aspect that is worth looking at. It would engender a
certain amount of costs, but we could opt for expanding the data packet that has to be submitted
for all chemical substances under REACH. At present however, under our legislation, we only
evaluate the toxicity of the end formulation, i.e. the total mixture of the product that is placed
on the market and that is formulated.

If, on the basis of the excipients’ identity, we notice substances that we find unacceptable or
too toxic, we will have legal grounds on which to ask for more information. We have already
done this in a number of cases. If we find that there is reason for concern, we will ask the
manufacturer for a slightly more detailed data packet. This, however, is not an automatic
process. We focus in particular on the mixture as a whole as it will be used and marketed.

1-056-0000

Mireille D’Ornano (EFDD). – Mr Chairman, my question is for the three representatives of
the national authorities. It concerns the principle of mutual recognition between Member States
in the same zone. This principle allows the authorisation of a product by one country to be
extended to other countries in the same geographical area, except, of course, in the event of the
justified opposition of a State in the zone concerned.

However, it turns out that Parliament’s research department, the EPRS, has highlighted the
limitations facing the different competent national authorities, particularly in terms of lack of
resources and badly distributed workloads. For example, my country, France, is part of the
south zone, which includes, among others, countries such as Bulgaria, Cyprus and Greece,
which do not allocate the same levels of resources to their competent authorities as France.

Given this disparity, therefore, do you recognise the limitations of the principle of mutual
recognition applicable in the EU and the risks in terms of protecting public health?

1-057-0000

José María Cobos Suárez, Deputy Director-General of Health and Plant Hygiene and
Forestry. – We already apply the mutual recognition procedure. We use this procedure as often
as we can. There are indeed limitations: an obvious limitation is the zonal system, but others
include, on occasion, the availability of resources to enable timely implementation of the mutual
recognition procedure. Nevertheless, many mutual recognitions are being authorised in Spain,
and all mutual recognitions authorised in Spain have been evaluated – at least with regard to
the toxicological characteristics of the product – by the Ministry of Health. We therefore believe
that it is a procedure in which the Member State accepting recognition does not put others at
risk and that it is a very useful tool for achieving product availability, if the conditions in both
Member States are similar.

1-058-0000

Ramona Nichifor, Chief of office, Romanian National Phytosanitary Authority. – With regard
to mutual recognition in Romania, this is achieved by recognition of an authorisation in a
Member State located in the same area as our country, or in a different area, providing that the
assessors responsible for evaluating the plant protection product file find that the same
authorisation conditions apply, and that certain conditions relating to pests and crops are the
same.
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What we can say, in the case of an assessment made by a reference Member State, which has
taken into account all the tests and all the studies carried out for that product, is that we have
confidence in that assessment. That is why the principle of mutual recognition works quite well
in Romania. That is the answer.

1-059-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium – I
can only confirm what my colleagues told me. The products that are for instance authorised in
Belgium through mutual recognition, or in other countries as well, undergo the same risk
assessment. All that we will then do, is to confirm what the other countries have done. There is
therefore a full risk assessment at the start, which we then take over, and on the basis of this we
will authorise the product under the conditions in Belgium.

This also has advantages. You should really see mutual recognition as a kind of system to do
this peer review at national level too. We now have a peer review for active substances. It is
organised by EFSA. If via mutual recognition we therefore get to see the evaluations of other
Member States, it also allows us to harmonise this aspect. We can then see how other countries
are approaching it. We will not necessarily agree with them, but it does give us the possibility
to take over the practice or to comment on the other Member State if we find that they did not
do it properly.

It would therefore appear to be a harmonisation problem. It is often said, and it is true, an effort
must be made to align all of these evaluations. But that is just the mechanism that was built in
to bring the harmonisation problem under the radar and to identify it so that we can work on it.
There are therefore also positive aspects, everything is not as bad as it may look.

1-060-0000

Mireille D’Ornano (EFDD). – I think that there are real differences, in particular with
Romania. Excuse me, but your answer seems to me to be somewhat tenuous.

Yes, there is a disparity between the countries, but they don’t use the same products.
1-061-0000

Ramona Nichifor, Chief of office, Romanian National Phytosanitary Authority. – I am very
sorry, but the plant protection products approved in Romania have the same composition and
the same approval file as the product approved in the reference Member State which we are
guided by. We cannot say we have other products in Romania. Approval is based on the central
area where the same climatic conditions and the same pests are present; our assessors check all
the aspects of the mutual recognition process. So products that are effective for other pests and
crops which do not exist in Romania are not approved. There is harmonisation between
approval in the reference Member State and approval in Romania. Approval is not granted for
products without pests in Romania and existing crops in Romania.

1-062-0000

Catch-the-eye

1-063-0000

Maria Heubuch (Verts/ALE). – Mr Mesnage! I have a few more questions for you. We’ve
talked a lot about adjuvants and co-formulants now. There’s no question in your mind: there’s
not nearly enough data, far too little value is placed on investigating these substances as well.
We’re seeing a very different approach in the individual Member States.

Spain has a rather respectable list of what they consider unacceptable, Romania is taking a
completely different tack, as we’ve already heard, and Mr Trybou from Belgium is saying that
there aren’t actually any dangerous adjuvants which have approval right now — so nothing
which is approved is dangerous anyway. You also said, Mr Trybou, that only the active
chemical enters into the human body, only that would be stable enough, that’s what you said at
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the beginning of this hearing. In the previous hearing, we heard that pesticides bind with dust
and we actually inhale them. Nobody is researching that. So here I see a totally different
approach.

Mr Mesnage, can you agree that none of these approved substances, adjuvants, are dangerous,
as has previously been said here in this room? Do you share the opinion that they don’t enter
into the human body at all? – Which I absolutely cannot imagine, since it’s a homogenous
substance being sprayed here, which can enter into the body in various ways. And what would
you recommend? What should Member States do about these adjuvants and co-formulants?
Does it make sense for us to have such different approaches, or would it be more sensible for
us to harmonise it and see to it that, at the very least, the basis for each Member State’s approach
is the same?

1-064-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – It’s very difficult to say if some formulants are toxic, if some formulants are present
in the environment, and if some are safe because there is a clear lack of data on that. If some
data has been produced and taken by Member States, this is not available to the public so, as a
scientist, I cannot say anything about it and cannot reach a conclusion.

I am supportive of harmonisation because there is a regulation of active principle at European
level. I don’t see why co-formulants would not also be regulated at European level because, in
some cases, co-formulants can also be an active principle, and the other way around. So of these
molecules, which are made to be applied on crops, some will be biodegradable and some more
or less, but they are all to be considered the same and to be regulated in the same way in my
opinion. We clearly need to have more data to see the status of this co-formulant toxicity right
now.

1-065-0000

Maria Heubuch (Verts/ALE). – Do you have the impression that the Member States
concentrate too much on the active substances in their investigations, and too little on the whole
product, the cocktail?

1-066-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – It is a difficult question because I don’t know everything about all of these Member
States, but I believe that they are doing what they are asked to do. So we need to improve the
regulation and, on this basis, to have more reliable toxicity tests and more transparency. I can’t
really comment on the attitude of Member States at this level because I don’t know exactly
what they are doing.

1-067-0000

Pilar Ayuso (EPP). – It is clear that EFSA and ECHA evaluate the active substances and that
Member States evaluate the final product, hence the different results we have had with some
risk analyses that have been conducted, specifically those of glyphosate.

I would like to ask Mr Mesnage whether these adjuvants that you have studied – or the final
product containing the adjuvants – are toxic per se, or does a synergy exist between the adjuvant
and the active principle in question, the pesticide in question, or the combined adjuvants? And,
if that is the case – I believe you have already provided a response to this – whether it would be
beneficial to authorise each active substance used, the active principle of a pesticide, together
with a list of admissible adjuvants and blacklisted adjuvants for the products. Because, after all,
we are dealing with solvents, wetting agents and stabilisers, which are intended for a specific
purpose. I think if our aim was to find a totally harmless product, we would not be able to use
any kind of pesticide or anything at all – not even medicines. That said, we must always look
for the solution that causes the least harm to every living thing.
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1-068-0000

Robin Mesnage, Toxicologist, Department of Medical and Molecular Genetics, King’s College
London. – It is true that every ingredient in a pesticide, and every pesticide, will be toxic in their
own right. The point is not to find something totally safe because this is not possible and I
believe we need pesticides. I think that their use should be reduced and they should be used
reasonably, but the main question is about the validity of the toxicity tests and transparency.

To answer your first question about the synergy between active principles and adjuvants, in fact
they are made for that. The co-formulants are generally added to increase the penetration and
stability of the active principle so, in this case, we can assume that they will have combined
effects. It’s not clear if these combined effects will be relevant to human health because – I will
take the case of glyphosate – in the case of glyphosate, no synergy was demonstrated between
tallowamine and glyphosate. The problem was the toxicity of tallowamine itself.

So it is not possible to make a generalisation. It is also always a case-by-case approach and I
believe that having a list of co-formulants authorised for each pesticide and a list of adjuvants
which are blacklisted could be a solution if they are toxic and if we know their interaction.

1-069-0000

Thomas Waitz (Verts/ALE). – Mr Chair, first of all, a comment to Mr Pesonen: I am the chair
of a farmers’ union, and you don’t represent me here, and the organisation which you do
represent in Austria is a private organisation, some sort of subsidiary organisation of the
conservative party. So please, talk about the farmers you are representing here, and not about
farmers in general. Aside from that, I don’t know what planet you’re living on, or whether
you’re trying to whitewash something here. You’re saying that we’re trying to work with crop
rotations and avoiding monocultures. I absolutely welcome you to come to Austria some time,
and I will show you the complete opposite. You’re about to hear in my question to the Romanian
representative that the reality looks very different.

My question is very specific. We absolutely ought to have trust in the competency of your
agency, so I would like to ask you this: explain to me why the application of neonicotinoids,
which year after year, Romania keeps requesting a derogation for, supposedly represent an
acceptable risk in Romania, when by contrast, the EFSA and the European Commission came
to the clear conclusion that the risks of neonicotinoids are unacceptable, particularly for our
bees. And explain to me why the alternatives like pheromones or even crop rotation, which
work for other countries, don’t work in Romania. I’d like that explained, if you would.
1-070-0000

Paulina Gabor, Director General, Romanian National Phytosanitary Authority. – I understand
your point of view, but I must point out that Romania has a specific agro-pedo-climatic
character, which has led to an increase in pests, especially in the southern and eastern areas of
the country, where there are crops of maize, sunflower and rapeseed. These emergency
authorisations were only given because we considered the situation an emergency, and we had
no viable alternative. We tried several tests, but we reached the conclusion that seed treatment
is the most effective form of treatment. Products containing pyrethroid were recommended.
They are not as effective and we would have preferred not to use them, as the impact of
pyrethroid group pesticides on the insect population is very damaging, and they are applied
during the growing season.

1-071-0000

Thomas Waitz (Verts/ALE). I doubt that the climate in Romania is so very different. I was
there just four weeks ago. That’s not an acceptable explanation. These climate conditions exist
in other parts of Europe as well. You have an ‘emergency’ every year. There are absolutely
other methods. I will remind you that DDT was also very effective in agriculture, but of course
you know what the consequences were.
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1-072-0000

Paulina Gabor, Director General, Romanian National Phytosanitary Authority. You should
be aware, as far as the weather is concerned, that we had a winter that was not typical in our
area. But aside from winter temperatures, this request or derogation did not mean we wanted it.
It was requested by the farmers, who demanded this derogation. On the issue of crop rotation,
I can assure you that we do it. Not 100%, but we do it. We have farmers who know how to
follow the best agricultural practices, and who do all that. Sometimes we are restricted by
specific circumstances. We have told you about: the increasing intensity, an increased presence
of 25-30 individuals per square metre, especially since they are also capable of resistance to
pyrethroids. What could we do to support Romanian farmers who need us, and to prevent
production from falling? Because that is what happened.

1-073-0000

Chair. – Just so that there isn’t any confusion, the question of neonicotinoids is in fact one of
coated seeds and not plant treatments. We are not going to go back over the decision made by
Romania here. The decision was made and the issue was a specific one. However, as you can
see, it did indeed raise quite a few questions in this assembly. In any case, our work is to see
how we can, in the future, take this type of decision into account to improve the situation at EU
level in the future.

This doesn’t require a response, but is simply a note to the effect that there is currently no
process in place to deal with the situation. As you know, the issue with neonicotinoids is clear:
so researchers tell us, apparently unanimously for once, these products have an impact on the
nervous system of bees when they are foraging and they can no longer find the way back to
their hives and therefore die.

We have just heard that in Romania, one particular species of bee - this was your argument -
has a higher resistance. In any case, this is the decision that was made. This is what the
Romanian authority told us. That’s how it stands. A decision has now been taken at EU level,
not without a certain amount of discussion it is true and in the future this sort of approach could
be better coordinated between agencies, or in any case responses could be better adapted to
situations of a European dimension.

Nevertheless the decision has been taken. There’s nothing to be gained in continuing the
discussion. I think that we have the answers to the questions that have been asked.

1-074-0000

Lieve Wierinck (ALDE). – My question slots in with your remark, Mr Andrieu. The
investigation now falls under agriculture. They control pesticides. The problem of pesticides is
one thing, the problem of excipients is another. I see the Medicines Agency has extensive
knowledge of excipients. My question is: are we leaving all of this in a separate agency, or are
we considering changing to something where the whole investigation on pesticides will take
place where medicines are investigated, where they have highly specialised laboratories, so that
the two kinds can merge. That is the question I am putting to the people of the agencies. Are
we going to keep these apart, or are we going to bring them together more?

Perhaps you are using the data from healthcare and medicines, but the investigations could be
much more specialised in the sphere of medicines than where they are currently taking place.
But in the end we will have to do it: the better the investigation, the better the results, the better
the use of pesticides, and the better for people.

1-075-0000

Chair. – That is an excellent comment, Mrs Wierinck, but I think that it’s a question for us,
rather than the agencies. As of 10 September, a report will be drafted by Bart Staes and
Robert Lins and I think that it is one of the elements that we will be able to include in the

Page 148 of 237



28-06-2018 31

amendments in time, or in the file that we will provide, because it is indeed one of the questions
that has been asked. There is the issue of resources allocated...

1-076-0000

Lieve Wierinck (ALDE). – They may have a suggestion, but they can’t tell us that we have to
do it, but perhaps...

1-077-0000

Chair. – The issue of combining forces was put to the national agencies previously. If you don’t
mind, Mrs Wierinck, I’ll just add that the point being made here is that private industrial research
resources are concentrated in the hands of three big groups who control the whole agrifood
market and that public resources in terms of research or expertise are rather fragmented, both
when it comes to the four EU agencies and the large number of national agencies with varying
levels of funding according to the capacities of each Member State.

The question then, if you’ll allow me, is as follows: does even further synergy – synergy already
exists, as we know – at that level seem opportune to you, or something that would be worthwhile
looking into, or not at all?

1-078-0000

Paulina Gabor, Director General, Romanian National Phytosanitary Authority. – Yes, it is
possible, if there are proposals. But, technically speaking, from the perspective of the National
Phytosanitary Authority, I cannot decide this myself. We need to have a basis and then address
the broader subject with the relevant institutes.

1-079-0000

Chair. – Further to the question – and thank you for your answer –, you are saying what we are
often told here: ‘no, but those are the rules’. However, we are here as co-legislator to try to
change the rules if they don’t seem to us to be suited to current challenges.

Today, there’s a good amount of evidence that allows us to see a certain number of areas to be
improved. Moreover, this has been the case since the beginning of our mission. Now the idea
is that Parliament, that this committee – this is our primary mission – provide the European
Commission with elements to enable it to make legislative proposals for the future, to improve
the current protocol in the interests of the 500 million EU citizens, including the farmers of
course.

1-080-0000

José María Cobos Suárez, Deputy Director-General of Health and Plant Hygiene and
Forestry. – This is quite complicated to answer, because there are two aspects. We are talking
about a series of studies that have been designed and applied for purposes other than plant
health, and which I assume are under ownership. So using that information for other types of
authorisation will involve a significant legislative change.

What is happening right now is a different thing. When scientific studies are published in
scientific journals, these synergies are being used. The new knowledge that appears in scientific
publications is being used to call for more information from industry. With, of course, all the
limitations that we come up against in terms of availability or the search for that legislation.

But our evaluators, supported by the INIA, evaluate and analyse all of that information. I believe
that it would be beneficial for a formula to be found so we can take advantage of this
information – respecting, of course, the ownership of these studies.

1-081-0000

Maarten Trybou, Head of the Plant Protection Products and Fertilisers service, Belgium –
First and foremost, I do want to emphasise that I am convinced that the evaluation as it is done
at present for pesticides is very thorough. But indeed, there is always room for improvement. I
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would be open to sharing best practice among agencies. Others may have a different approach
that could lead to other insights, why not? Sharing best practice could be a useful exercise.

1-082-0000

Chair. – If I could just make a final comment. It’s not really the chair’s role I know, but as we
have a few moments to spare.

Like us, you can see the differences in terms of resource allocation. The experts often tell us –
this is the case with the EFSA, as noted in the hearings that took place here – that they lack
funding. This fact is uncontested and what is true for the EU agencies is, I believe, also true for
the national agencies, because they say the same thing.

Two problems arise: there’s the current situation in terms of capacity of expertise and, I’ll say
it again, the considerable funding for private research. We are faced with three big
multinationals – we won’t name them, but you know who they are as well as I do –, who have
concentrated all their expertise and on the other side – or alongside or with, if one prefers – the
fragmentation of public expertise, which results from our historical organisation. Thus today –
and earlier I spoke of the sorcerer’s apprentice approach, even if this is something of an
exaggeration – the lack of evidence and expertise can clearly be seen and we are unable to relate
the impact of such and such a molecule on such a such a biodiversity, environmental or human
health issue, however as legislator we are able to state that human health and biodiversity issues
do exist. The destruction of insect and bird-life is not a myth but rather a reality. In any event,
a certain number of crossover studies do raise issues for us as legislator. The issues involved,
and they have often been raised here, include early puberty, fertility and emerging diseases. To
what is this due? There are many factors, but they do raise questions for us.

Once a finding is confirmed, as legislator and guarantor of the health – I’ll say it again – of 500
million EU citizens, we ask ourselves how we can best act in the interests of the greatest number
in order to move forward together? We can see that there is a disparity in terms of funding and
it is here that we ask ourselves whether it isn’t perhaps a good idea to put forward suggestions
for greater synergy and even pooling. Proposals will certainly be forthcoming in terms of the
future of public research funding and I think that we will be able to make some proposals in the
report we are submitting.

I think, and I’ll say it again – excuse me for taking these few moments to speak – that farmers,
agencies and EU institutions have shared interests because of course, sustainable agriculture, I
believe will lead to... As we can see today, there is a relationship between production and
consumers, who are moreover also citizens. We can see that this issue is undergoing great
transformations and that we cannot continue to ignore this new environment of the future. This
isn’t a French, Spanish, Belgian or Romanian issue, nor even an EU one. I think that it is
worldwide and that we owe it to ourselves, at this time, to assume a certain number of
responsibilities.

I understand your responses and thank you for them.

1-083-0000

Kateřina Konečná (GUE/NGL). – Mr President, I would like to ask Mr Pekka Pesonen. In
your replies you say that the public has to become better acquainted with the new breeding
techniques, so that they accept them, and so that they can help us to reduce the use of plant
protection products. I would like to ask you what you mean by that exactly and whether you
could elaborate on this. Because I unfortunately understand that you prefer to use more GMOs
than pesticides. But, in my opinion, the use of GMOs in some cases leads to the use of a greater
quantity of pesticides. Is it not true, then, that the impact of GMOs on the environment and
health is much less researched than is the case with pesticides, and that their blanket cultivation
is therefore much more dangerous?
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1-084-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – Thank you very much for the question.
First of all, any production method or technology we do not adopt a position of whether it’s
good or bad provided it is safe.

There is no scientific evidence that GMO or biotechnology or any of the breeding
methodologies or mechanisms are by definition dangerous. So therefore the only aspect that
we’re looking into is whether the consumers are interested in consuming these products or not.

So that’s our formal position. No good or bad position provided it’s safe, then it’s up to the
consumers to decide whether they wanted to go for that or not.

What I meant by this is that approximately 70% – and this is an internationally agreed figure
roughly speaking amongst the stakeholders –70% of the productivity improvements, meaning
producing more for the same, making sure that we have better yields from fields, and also the
productivity gains in general, is based on better genetic material in both plants and animal
husbandry. So 70% of improvement is based on better genetic material and you find proof of
that everywhere you go. I don’t have to specifically point that out.

What we would like to see, especially when it comes to new breeding techniques, is that each
of these techniques will be assessed on their own merits so that what they represent, are they
risky, are they acceptable, can we use them and if so how. And in this respect our members –
70 member organisations, national farmers’ organisations in the EU 28, actually agree. All of
our members agree that we need to assess new breeding techniques on the basis of their
individual merits and of course risks. So I’m very confident in saying that we believe in sound
science, safe science and we believe that we have a lot to contribute in the agricultural sector.

Furthermore, I would like to make – if you would allow me Chair – to make a very short
comment in terms of the representativeness of our organisation.

We are a voluntary organisation. You don’t have to be a member of Copa-Cogeca or our
member organisation in almost all of the cases and unless you wanted to be one, but our
members represent a huge range of all sizes, all production sectors almost in all Member States.
And what I would like to underline is that within our ranks we have 45 working parties covering
all aspects of agriculture, aquaculture, fish farming and forestry, so we actually in our internal
work, we go through our positioning for instance in the case of neonicotinoid. We had extensive
discussions amongst our member organisations especially when it comes to impact on bees and
crops and the environment.

So I’m very confident in saying that the European farming community through our
organisations, our member organisations, have gone through a very thorough assessment of
their own – how they position themselves in the case of neonicotinoids, glyphosates or any
other political matter to that question.

1-085-0000

Kateřina Konečná (GUE/NGL). – Mr Pesonen, you have just mentioned neonicotinoids. That
was another thing in the answer to sub-question 56 that surprised me very much. On the one
hand, you indicate that you agree with the decision to ban the use of these substances that kill
pollinators, predominantly bees. But, on the other hand, you say that EFSA is not deciding on
it and that it is a decision for the European Commission and Member States to take, and you
are forcing them to continue using it by threatening the livelihood of a number of farmers. I
sometimes do not understand your answers at all, it is as if – as we say in Czech (my apologies
to the interpreters) – ‘you can have your cake and eat it’. You are simply contradicting yourself,
and I would love to open the neonicotinoids question, and would be very happy if you explained
your position because your answers are not clear positions.
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1-086-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – Thank you very much for the question.
We believe that this is very much at the heart of the matter. First of all, there is a clear difference
between EFSA, the Commission and Member States in terms of what they do. EFSA does not
ban anything. They don’t propose a ban. They make a risk assessment where they consider that,
in the case of neonicotinoid – if I put it straightforwardly – there may be a risk in the case of
bees. This cannot be ruled out and therefore it needs to be assessed, meaning risk management
measures.

This is what the Commission, together with Member States, has done. We have to keep these
two elements clearly separate and that’s why we support the process of risk assessment and risk
management. EFSA doesn’t manage risk. Their role is to give a risk assessment and, in the case
of neonicotinoids, I can say that, amongst our member organisations, we consider – and this is
also what we proposed to the Commission at the time of EFSA’s assessment – that we can
manage the risk and reduce the risk effectively by putting some measures in place that can take
care of some of the indicated risks in such a way that we can keep the active substance on the
market, at least for certain products and certain uses. This is particularly the case when it comes
to the so-called non-flowering crops. Sugar beet is a very good example of that. It is not
attractive to bees or pollinating insects, so our opinion is in favour of the maintenance of
neonoicotinoid, which is effectively the coating of the seed, for the sugar beet because it doesn’t
attract bees and therefore the risk is minimal in that particular case. So in this assessment, in
the case of neonicotinoids, we said that the risk was something that we believed we could
manage by putting new measures in place because of course, from the farmer’s perspective, we
also offer the interest of reducing the exposure of farmers themselves.

I hope that that this will clarify the difference between the different bodies and how we position
ourselves. But of course, if you say that there is an extensive risk, of one, two, three, four, five
elements, then the question is if we can actually do anything in terms of reducing the risk in the
application of the product. So, given the fact that we felt that the neonicotinoid risk assessment
was negative, but only to the extent that we felt that we could do something in order to make it
more sustainable, that’s how we positioned ourselves. This is a fairly widely shared position
amongst our membership. As far as I recall, the original position was not unanimous, but almost
unanimous amongst our members.

1-087-0000

Bart Staes (Verts/ALE). – Thank you, Mr Chair. Tomorrow, the school holidays start in
Belgium. I am sure that in the coming weeks, hundreds of thousands of people will again take
their cars and travel down south, towards where you live, Mr Andrieu, and in the direction of
Spain.

In the past, Mr Pesonen, you had to stop every 100 kilometres or so because the windscreen of
your car would have been filthy with insects. That happens much less nowadays. We have seen
in scientific studies that the number of insects has declined by up to 75% in Germany. At
another level, if you look at the disappearance of birds, there is a decline of one fourth in France.
Many factors may well be at the root of this, there is no doubt, but I cannot get rid of the
impression, and I have also read studies about it, that the use of pesticides is closely connected
to this.

You as representative of several millions of farmers, do you think that this issue, the decline in
the insect and bird populations, can be countered with a contribution by your members?

1-088-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – We follow all these phenomena ourselves
and, of course, it would be in our interests to maintain biodiversity. By definition, farmers never
go out there to have a negative impact on the environment. This is the starting point. That’s
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why I would also like to underline the importance of the market – because the farmers do what
the markets expect.

When it comes to insects and birds, I have experienced quite the opposite. On my own farm,
this spring particularly, on a field that actually – if I may be a bit provocative, but this is not
scientific evidence because it’s on my farm – when I woke up one morning in early May of the
previous year, at around the same time, we didn’t have any birds because of the frost, but
probably also because of the changes in the immediate environment. I can’t exclude that. But
this spring, when I woke up one morning in early May and went out to the field, we had
hundreds if not thousands of birds in the same field that had none the previous year. They were
there after the insects and worms that were obviously already there. What I wanted to
demonstrate is that the difficulty that we have as a farming community is that we cannot exclude
or assess one element without the others. I think you pointed this out – that from a scientific
perspective, you also need to put that situation in a wider perspective. We don’t disagree on
that.

The element that we are interested in in Europe and amongst European farming communities
is: how can we produce in line with consumer expectations, especially when it comes to
qualitative, quantitative and especially price matters and do so in a sustainable manner? We
don’t have a choice. We have to do that in the same manner in the same field, in the same barns,
with the same animals and the same crops.

The big demand that we’re making is for us to be given the tools to make it economically viable.
European agriculture is going through a catastrophic economic situation. Chair, you know this
especially well in your native France. We have farmers that are desperate in their economic
survival.

Believe me, we do not aim at destroying our immediate environment – because it is our farmers’
immediate environment. It belongs to them and their families. I have three kids, but then I have
to say, as a person, as your representative from the farming community, that I would rather see
my three kids eating fruit and vegetables produced in Europe in accordance with EU legislation
than not eating them. It makes them healthy: they will outlive me by, hopefully, 10-15 years at
least. It’s much more important that we actually serve the consumer, like I said in my
introductory note, with a range of high-quality, safe products, and we have to do that
sustainably. We are prepared to discuss this with you, with other institutions and with our
trading partners. But how can we do this economically in a viable manner? Please help us. That
is why we are very committed to this House and to the EU. We support the CAP as the main
source of policy decision affecting agriculture and, as it happens, modern agriculture has many
more positives to deliver than negatives. We live longer. We are healthier. We have healthier
lives. My kids are probably much healthier than I am. I am very proud that this is because of
EU policies, my national policies and my family’s consumption of these foodstuffs in their
lives. So please help us.

1-089-0000

Bart Staes (Verts/ALE). – You are right, in the end it is about price and the income that you
as a farmer can earn with good prices. But I have a supplementary question of a different nature.

You said at one point that there are 45 working groups in your organisation that study these
different aspects of agriculture and food policy. We all know that there is a court case going on
in the United States of various farmers against manufacturers that distribute pesticides with
glyphosate, including Monsanto, because they are claiming that they contracted a certain form
of cancer through the use of these products. Among the tens of millions of farmers whom you
represent and in one of the working groups of which some must no doubt focus on health and
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agriculture, are there any farmers or farmer organisations with similar examples, or is there no
such thing in the European Union?

1-090-0000

Pekka Pesonen, Secretary-General, Copa-Cogeca. – I am more than happy to respond to that.
I had a malignant cancer myself 10 or 11 years ago and I survived that, so I know perfectly well
where we are at. In this respect, I am even more committed to making things work better. You
don’t have to question my motivation or our members’ motivation.

We have millions of farmers in our ranks and what I wanted to demonstrate to you is that,
through those 45 working parties, we actually look into the same matter from different angles
and we try to come to a conclusion, taking into account all aspects and making sure that the
farming family survives. That’s why we have a phytosanitary working party, we have a honey
working party, we have a feedstuff working party, an arable crops working party – everything:
livestock, all of them – and, when we put out a position, for instance, on neonicotinoids, we do
this work thoroughly internally. Through our organisations, probably hundreds of people were
involved.

So I am totally convinced that, even those – let us say – conservative or – I should say – negative
concerns were taken on board in the way that they should have been. I will fight to the bitter
end for my members – all of them – to be able to express their views. In this respect, I have
absolutely nothing to hide from our organisational perspective. Remember, we have 70 national
member organisations and 45 working parties. What conclusion can we reach other than that
we need to scrutinise these issues very carefully?

1-090-5000

(End of catch-the-eye procedure)

Chair. – It’s an interesting debate, even we change the terms of the discussion, because the use
of pesticides is in fact very revealing with regard to the agricultural model. It goes back more
than 54 years now and, as you know, things move fast. The issue concerns the alarm that has
been raised. In effect, the globalisation of agriculture, as we well know – and this is something
that the Committee on Agriculture in this chamber is looking into and is very much related to
the issue we are dealing with –, results from attempts to increase competitiveness – this is the
word that is often used – and this leads us unavoidably to asking ourselves how far we can go.

A few of us are just back from a trip to Brazil where we saw lots of crops, in particular GMO
corn and soya, and visited lots of abattoirs and indeed what raises issues – no response is
required but it’s a question we are all asking ourselves collectively – is the question of the
development of the agricultural model. Of course pesticides – among other things – are at the
heart of the challenge facing us.

As for competitiveness, what competitiveness do we act in the name of? What indicators do we
act in the name of? Is it social justice that leads us to raise these questions? After all, we also
act in respect of 500 million EU citizens. What we do – which is something, like you, we do in
respect of farmers, but, where we are concerned, not just farmers – is try to listen to the demands
made or the analyses carried out both by EU citizens and political parties, whatever they may
be. The most liberal among us ask ourselves whether the phenomenon of liberalism, in the form
in which we have implemented it up until today, hasn’t now reached its limits in terms of
concentration.

We are not going to go into that debate here, but how many farmers were there in Europe 50
years ago and how many are left today? In the name of what? How many regions were there
with farmers with family businesses 30 years ago and how many are left today? In the name of
what? How many jobs generated in comparison to the CAP in the last 54 years and in what type
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of geographical region? These are the issues, but we aren’t going to provide the answers. This
comes not as a conclusion but rather as the opening of a debate because these are the questions
that are going to take up our time over the forthcoming months.

It is true that these questions cannot be ignored with regard to the European agricultural model
or the model of agriculture that is being developed internationally, because the question can be
asked whether, through intensification – and this is a concern that is also being expressed here
– we can today remain competitive in respect to agricultural models such as those in Brazil?
This can be seen in the free-trade agreements with Mercosur. Will we be competitive with
Australia or New Zealand in the future? Some countries may well still be in 10 years – in
northern Europe for example – but a good number won’t be able to survive. To what point can
the level of competitiveness be raised in the name of intensive farming?

These are questions we will not be able to avoid in the coming months because they are not part
of immediate agricultural challenges but rather a medium and long term strategy. What we must
consider – and this is why I am putting this at the heart of the debate on pesticides – is that this
raises the question of the model and collective strategy that we need to define. It is also in this
respect that this future responsibility must be at the heart of all aspects of our report scheduled
for the end of the year. Is the health of EU citizens a priority? This is an issue we will have to
take on – or not. We’re not going to answer this. This is simply to raise the issues again, but
there will be an opportunity to discuss them in the coming weeks and months.

In any event, I wanted to offer you sincere thanks for your remarks, your comments,
contributions, the quality of your analyses, which, once again, have moved us forward in this
collective effort in which we are currently involved and in respect of which I am ever more
certain that we will be able to make very concrete proposals in the report that must be approved
for December 2018 in the common interests of the 500 million EU citizens that all of us here
represent in our respective roles.

Thanks all of you and in particular to the members and to those who have stayed with us to the
end. This exercise is of course a difficult ritual for you, as it is for us, but it is nevertheless one
to which we are pleased to lend our weight because it is in the name of the common cause.
Thank you, godspeed and all the best back in your respective Member States and thank you in
terms of all the farmers you represent here. Thanks also go to the interpreters, who in spite of
the arduousness of their task today, have supported us to the end throughout our work.

(The meeting closed at 17.08)
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1-002-0000

CHAIR: ERIC ANDRIEU
Chair of the special committee on the Union’s authorisation procedure for pesticides

(The sitting opened at 2.10 p.m.)

Chair. – I propose we begin our working session and wish you all a warm welcome.

I hope that you are well rested in spite of the taxing nature of these first days of work for some
of us.

Thanks and greetings to Mr Siekierski, Chair of the Committee on Agriculture, who we were
with this morning on another committee he chairs and who has worked us hard over these last
two days.

In a moment I am going to come back to the specific context of this resumption of the PEST
Committee.

Greetings to all our guests, who have come from Australia, Canada and the United States and
who I will have the opportunity of introducing individually later.

As usual, I am going to begin with the formal part of our work and then I will set out the context
and order of our agenda.

First of all, as we have not received any changes, I shall consider the agenda adopted.

Today’s meeting will be interpreted into 16 languages. As usual, the documents for the meeting
are available via the e-meeting app and the meeting itself will be streamed.

I would like to inform you of the presence, today, of a team from the television channel France
24, who I thank for their work and who will cover our meeting.

We have not received any comments on the minutes of the previous meetings (those of 15 May
and 7, 19 and 28 June), so if you have no objection they will be adopted with no change. As
nobody has come forward, I shall consider them adopted.

I now come to the purpose of our working session, decided on with all the groups: it consists
of a comparative analysis of the authorisation procedures in OECD countries.

I remind you that this meeting is part of a specific context in which the month of August was
highly eventful with regard to the issue in question. Indeed for the first time, a case was filed
regarding Roundup in a court in California. Independently of the appeal that will take place in
the near future, this judgment represents further motivation for us because jurisprudence is not
transferred from one continent to another.

It therefore means we need to be attentive to the quality of our work. Thus I think that, without
changing the form and nature of our goal, namely improving as far as possible the molecule
authorisation protocols, we must look into and put forward some very concrete and ambitious
proposals. This moment in our joint intercontinental history must make us even more attentive
to the quality of our work and therefore the reports that our two rapporteurs, Bart Staes and
Norbert Lins, for the Greens and the PPE, are currently drafting.

As members of this committee, it also forces us to take the intercontinental component into
account during the amendment stage.
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In the agenda we initially decided to invite three speakers to help us supplement and feed the
debate with a view to producing as extensive a report as possible. Mr Chris Parker for Australia,
who I thank for being here today, Mr Richard Aucoin for Canada, who I also thank for his
presence and Mrs Marylou Verder-Carlos, Assistant Director at the California Environment
Protection Agency, who confirmed that she was coming but cancelled on Sunday.
Unfortunately we didn’t have time to find another speaker to replace her.

This is why we are welcoming Mr Keigwin from the United States today, who will speak this
afternoon. You should know that I had to launch a consultation procedure with the political
groups in order to see if Mr Keigwin would be allowed to speak as he was not initially scheduled
on the agenda.

I consulted the coordinators responsible for the political groups and the GUE group raised an
objection. According to this group, the problem was that his presence would not add anything
to the debate because, among others, he was going to speak on the approval template. However,
as the GUE group was the only group to express its disagreement, the session will go ahead as
planned and Mr Keigwin will speak alongside the other speakers as agreed.

Today’s meeting should thus help us compare our procedures with those of our OECD partners.

To facilitate this, I think that it is important for each speaker to be able to express themselves
freely, firstly in a 10-minute presentation - and I would ask you to respect this somewhat strict
rule - and then the floor will be given to the two co-rapporteurs.

First Mrs Delahaye will take the floor for the PPE in place of Mr Lins. Then Mr Staes will speak
for the Greens and you will be able to ask them your questions afterwards, within the one-
minute limit.

Each question will be followed by the reply from the speaker to whom it was put and I therefore
ask you to clearly identify the speaker to whom you are putting your question. They will then
have two minutes to reply. If their reply does not satisfy the member, said member shall have
30 seconds in which to supplement their question.

After hearing the rapporteurs, we will move on to the coordinators on the same principle of one
minute for questions and two minutes for replies.

In spite of the last-minute changes, I hope this session provides us with new elements for our
work and helps move us forward in the work we have do together on the drafting of a report,
which, as Chair, I hope will be ambitious and equal to the challenges facing us, principally in
terms of human health.

On this and without losing any time, I propose we begin our session and I give the floor to Mr
Chris Parker, CEO of the Australian Pesticides and Veterinary Medicines Authority, who has
ten minutes to present to us the protocol in force in Australia.

1-004-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– In Australia, agricultural and veterinary (agvet) chemicals are regulated under a cooperative
statutory scheme. The Australian Pesticides and Veterinary Medicines Authority (APVMA) is
the independent statutory authority responsible for assessing and registering pesticides and
veterinary medicines proposed for supply in Australia. Our regulatory responsibility extends
from registration and manufacturing through to the point of sale. Compliance and monitoring
powers in our legislation provide a mechanism for the APVMA to undertake post-market
surveillance and testing to ensure the continued safety and effectiveness of registered products.
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The Australian Government works in partnership with state and territory governments to assess
and manage risk, from those important first steps of product commercialisation right through to
how agvet chemicals are stored and used. State and territory governments are responsible for
regulating and monitoring how chemicals are used. Together we support Australia’s
AUD 59 billion agricultural industries with safe and effective agvet chemicals that underpin
farm-gate productivity by security management, environmental sustainability and animal health
and welfare.

We have a risk-based and scientific approach. The products we regulate are, in many cases,
intrinsically hazardous. Pesticides, herbicides, fungicides and parasiticides: these are all
designed to protect the environment, animals and agricultural crops from pests and diseases.
The APVMA regulates agvet chemical products using a structured process combining scientific
methodology, legislation and risk assessment to ensure the products are safe to use and they do
not adversely affect trade.

We use regulatory science methods to understand the risk profile of agvet chemical products
and to determine the likelihood of harm occurring – to people, animals, the environment and
the agricultural industry – from the use of these agvet products. This assessment considers both
the toxicity, otherwise referred to as the hazard, and the extent of the exposure of the product.
Risk management measures are proposed to mitigate the risk of harm occurring. If management
measures can be applied and the agvet product used safely the product will be approved for the
use according to the label directions.

Many actives and products we register have the potential for harm but a harm that can be
minimised and brought within safe levels when the appropriate risk mitigation measures are put
in place.

Australia has a contemporary and responsive regulatory framework and we recognise the value
in continuous improvement. Industries develop and grow, our environment and climate changes
and within the context of a global digital economy we seek to reform our regulatory framework.
We do this in partnership with government, industry, stakeholders, and to reform the legislation
and build regulatory agility, while maintaining the appropriate protections for human health,
animals and the environment.

Agricultural and veterinary chemicals in Australia play an important part in our economy.
Besides supporting the AUD 59 billion worth of agricultural production, the direct sales of
agriculture and crop protection products topped 3.2 billion in Australia in 2016. It is an industry
that employs over 1 700 people directly in the manufacturing processes and another 7 500
indirectly through the input supply for crop protection products. While Australia’s veterinary
medicines sector is smaller in scale, it is a significant contributor and it has grown to exceed
AUD 1 billion worth of value.

There is strong demand in Australia for new crop protection and animal medicines and it is
important that the APVMA delivers a regulatory service that is responsive and can support safe
innovation in our agricultural sector. The opportunity that Australia shares with other nations
is to work collaboratively, to share the load on assessing risk and in doing so unlock productivity
gains in regulation and support productive agricultural industries.

Our participation in joint global reviews has yielded benefits for Australia, and for our
regulatory counterparts, and I recognise the contribution of APVMA scientists and those from
Canada and New Zealand who conducted the first ever trilateral joint review of veterinary
medicine in 2016.
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We are also encouraging the use of international assessments and data in the applications
submitted in Australia. In the 2017/18 financial year, the APVMA used international data
assessments from other regulators to inform the decisions on 28 product applications and 19
applications for minor use permits. We hope to build on this work and with ICT improvements
in our own systems and a proactive approach encourage applicants to submit international data
and assessments for their Australian registrations.

Through continual engagement and dialogue at international fora, such as the OECD, we seek
to share the Australian regulation context and discover further opportunities for international
harmonisation. Biosecurity pests and diseases do not discriminate. They cross borders, causing
damage to animal health, impacting agricultural productivity and trade. While Australia is
fortunate to be free of many plant pests and diseases, we share the goal of protecting humans,
animals, industry and the environment from harm.

Regional environmental differences will continue to influence our individual regulatory
decisions, yet through enhanced harmonisation and international cooperation, our robust
regulatory decisions informed by science and evidence, and based on risk, can support global
outcomes.

1-005-0000

Chair. – Thank you for your contribution and for remaining within the time restrictions. We
will now proceed as I announced earlier, and I give the floor to Mr Richard Aucoin from the
Canadian Agency, with the same request for precision in his remarks.

1-006-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
Thank you very much, Chair, for the opportunity to speak with you today about how pesticides
are regulated in Canada.

I am head of the Pest Management Regulatory Agency (PMRA), which is a branch of Health
Canada. This is the federal department of health. Our primary mandate is to protect human
health and the environment and our approach to pesticide regulation is built on this mandate.

The Pest Control Products Act is the federal legislation that governs how pesticides are
regulated in Canada and only pesticides that are authorised under this legislation can be
manufactured, imported, sold or used in Canada. Additionally, Canada’s provinces and
territories administer complementary regulatory systems designed to protect people and the
environment. Constitutionally the provinces may add more restrictive conditions on the use of
pesticides, but cannot allow less restrictive conditions.

Before a pesticide can be authorised for use in Canada the health and environmental risks must
be shown to be acceptable, and as with most OECD countries, the registrants are required to
provide an extensive battery of scientific studies that characterise the nature and extent of health
and environmental risks posed by the product. These studies are required for the technical grade
active ingredient and a specific data set is required on the end-use products as well, which are
all assessed at the federal level by PMRA.

The studies must follow internationally accepted protocols, such as the OECD protocols, and
are reviewed by PMRA’s scientific evaluators. Based on an assessment of the toxicity and an
assessment of the potential exposure that people or the environment may have, we determine
whether the product can be used without posing unacceptable risks – health or environmental
risks. PMRA also establishes in law maximum residue limits (MRLs) that represent the amount
of pesticide residues that may remain on food crops.

Once a pesticide is granted approval in Canada it becomes subject to a series of post-market
risk management controls under the legislation. This includes statutory, cyclical, re-evaluations
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and special reviews of all registered pesticides, and includes compliance and enforcement
activities, and includes regulatory actions where needed if, for example, health or
environmental incidents or adverse effects are noted.

The pesticide label itself is a legal document that details the conditions of use that allow the
risks to be managed. As with any potentially hazardous product, the regulations or the label
directions themselves do not guarantee compliance and as a result, PMRA seeks to minimise
any incidents of non-compliance by imposing very clear label directions and restrictions and by
implementing compliance programmes that involve monitoring and enforcement across
Canada.

PMRA also monitors areas of developing science related to the safety of pesticides through the
public scientific literature, by networking with other OECD regulators, working closely with
EU Member States and institutions such as EFSA, and through participation in international
fora, for example the OECD and Codex, to update and harmonise accepted protocols for the
testing of pesticides and biocides.

New science and information are taken into account during our re-evaluations, which are
initiated on each existing active substance, and products, every 15 years. Special reviews are
another mechanism under the Pest Control Products Act to determine the continuing
acceptability of registered pesticides. These special reviews may focus on addressing specific
aspects of concern, such as the concerns raised by another OECD member country’s decision
to prohibit all uses of an active ingredient.

Our legislation requires that the registrants report all unexpected or unintended effects related
to their products to PMRA. These incident reports help us identify any potential risks to health
or the environment from the use of pesticides and to take corrective actions if and when
necessary.

I would also like to point out that all our major decisions under our legislation are preceded by
a full public consultation process, including publication of our risk assessments and our risk
management proposals, and before any final decision is made we take into account all the
comments and information that we have received, and in our decision we publish the nature of
that information received and how it was taken into account in the final decision.

All the test data that is provided to us as part of an authorisation can be inspected, upon request,
after a decision is made.

All of our work is being carried out in the context of increasing global alignment and
cooperation. Canada’s regulatory model, we believe, has allowed us to form strong
partnerships, including with countries such as the US and Australia, and EU Member States and
institutions such as EFSA, to play a major role in developing collaborative approaches to joint
pesticide reviews – and we have had considerable experience doing global scientific reviews
with many different partners around the world – and to promote international regulatory
alignment. This not only benefits health and environmental protection but, I believe, increases
public confidence, which is hugely important.

Chair, this concludes my presentation and I am certainly pleased to answer any questions that
you or the committee have.

1-007-0000

Chair. – Before giving you the floor Mr Keigwin, I would like to inform the session that the
circumstances are somewhat unusual because you left yesterday. You were, therefore, and I
wish to say so here, nothing to do with the failure of your Californian colleague to appear before
the committee.

Page 161 of 237



On a personal level, I would sincerely like to thank you for being here today and accepting our
impromptu request to speak before the committee, above and beyond the case and the American
systems, because I am conscious that you have made the effort to appear last minute and cross
the Atlantic to be with us.

Many thanks once again for your presence and your presentation.

1-008-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you, Chair, and thank you for those kind remarks. It is an honour
to be here and I know my colleague Dr Verder-Carlos would have liked to have attended but
she had a conflict that kept her at home.

Similar to the systems that you have heard about from my colleagues from Australia and
Canada, the US also uses a risk-based approach to determining the safety of pesticides before
they enter into the market. We use a scientific and legal approach focused on achieving
protection of public health and the environment, using risk assessment as the foundation for our
work.

Our regulatory process is grounded in two statutes, one focused on the maximum residue limit,
or in the US what we call ‘tolerances’, to ensure that when we establish a tolerance there is a
reasonable certainty that no harm will result from exposure to that pesticide through food.
Similarly when we register a product for use, either in agriculture or for some other pesticidal
use, we must make a determination that use in accordance with the label will result in no
unreasonable adverse effects to public health or the environment.

The US pesticide programme focuses on a large variety of pesticide products, including
products for plant protection, but also products used in hospitals to disinfect medical equipment,
to control insects in insect repellent products to help people manage potential risks associated
with zika, malaria and other public health vectors. Increasingly our work is focused on
evaluating the safety of naturally occurring products, or often times in the US referred to as bio-
pesticides, as they are taking on a much larger role in the pest management control programmes
within the US.

Regulatory decisions in the US are supported by risk assessment with both an examination of
toxicity or hazard as well as exposure, and it is the combination of that exposure and hazard
assessment that leads us to our regulatory decisions. In the US the label is the law; we expect
that users of pesticide products will follow the label, and to aid them in their compliance efforts
there is a coordinated effort at both the federal and the state level to help users achieve pesticide
compliance.

From the pesticide-use side, states have the authority to investigate pesticide misuse incidents.
They also in a number of situations after federal registration will make a state-specific
registration decision. Working in collaboration with our colleagues at the US Food and Drug
Administration, the US food supply is also monitored for residues of pesticides in food, to work
towards achieving compliance of pesticide residues in accordance with residue tolerances.

Even after a pesticide has been registered, as my colleague from Canada mentioned, we too
have a re-evaluation programme focused on re-evaluating the safety of all pesticides on the
market at least once every 15 years. This first 15-year cycle will conclude in 2022 with an
evaluation of the safety of 725 active ingredients.

A key cornerstone of the US regulatory process is transparency. As we receive an application
for registration of a new active ingredient for example, we provide notice to the public about
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the receipt of that application and then before we make a regulatory decision we publish our
risk assessments and proposed risk management decisions for public comment. Similarly all
petitions for residues of pesticides in food also receive public comment periods before we make
a final registration decision.

When we are undertaking the re-evaluation programme for pesticides we have two, and often
times three, public comment periods to ensure that the public has an opportunity to participate
actively in the re-evaluation process. We encourage them to comment on our scoping of the
assessment, what data we intend to utilise as part of our assessment, and offer opportunities for
them to identify other studies that are important for us to consider as part of the re-evaluation,
and then similarly at both the risk assessment stage and the proposed risk management stage
we invite public comment before we make our final decisions.

Other aspects of stakeholder engagement are also important to the pesticide programme in the
US. We often times will consult with two public advisory committees to improve our process
either from the scientific methodological standpoint or from the policy standpoint.

Our policy public advisory committee, the Pesticide Programme Dialogue Committee, has over
40 stakeholders representing a wide variety of groups, from public interest groups to user
organisations, to states, registrants and other federal entities which have a role in overseeing
pesticide management activities. Similarly we have a scientific advisory panel that routinely
provides us with advice on how to incorporate the best science into our decision-making.

Finally, collaboration, we believe, is the key to continuing to inform and improve the pesticide
process. Through our cooperation with the OECD and individual bilateral efforts, particularly
with Canada over the past 25 years, the process in the US has improved significantly. We have
also begun to embark on collaboration with our states, which often times will do risk
assessments, such as the state of California. We find that these types of processes improve the
science, provide increased opportunities for public engagement.

Chair, I thank you for giving me the opportunity to speak today and I look forward to any
questions that you all may have.

1-009-0000

Angélique Delahaye (PPE). – Mr Chairman, as you mentioned, our colleague Norbert Lins
could not be here today and has asked me to speak in his place.

I thank each of the three speakers and following these presentations I would like to highlight
two elements. Mr Scientist, Mr Burtscher-Schaden, who militates strongly against glyphosate
for an Austrian NGO, has stated that the EU possesses one of the strictest authorisation
procedures for phytopharmaceutical products in the world. Nevertheless, I think that there are
things that could be further improved. Therefore I would like to know which practices you think
exist in each of your countries that Europe and the EU could take their cue from.

I have a more specific second question for the representative from the United States. Obviously
we regret that your Californian colleague could not be with us today. We know that California
probably has a stricter system than that of the United States. It is a different system. Therefore
could you explain to us what this difference consists of and how the Californian system, which
is so particular, could be a source of inspiration for Europe and the United States to improve
their own systems?

1-010-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you for your question and your remarks. I think what we have
found to be a best practice as part of our evaluation process has been taking opportunities to
engage the public throughout the process; to show our work, to show our assessments in detail
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and to invite comment and criticism of those assessments. We often find that the feedback that
we get from stakeholders helps us advance the science and make a more informed regulatory
decision.

In terms of the role that the state of California has: the state of California also uses a risk-based
approach. Under their state law, they do a second review after US registration of a pesticide
registration decision. They often times come out or conclude with a similar risk management
outcome, as was identified at a national level, but at times they may have state-specific
requirements based upon their local geographies that necessitate additional or different risk
management outcomes.

1-011-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– We haven’t considered or assessed the independence or the science base of the EU system
and it wouldn’t really be for us to be telling you how to run your system. I’m very comfortable
to provide more information about the Australian system, if that is of assistance to the
committee, but I don’t believe it is my place as a regulator under Australian law to be providing
advice to the EU about how you might want to structure your system. That said, I think one of
the strengths of our system is that it is risk based and science based. We think that they are very
strong tenets for a solid regulatory system.

1-012-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
Thank you for the question. As with my colleagues from Australia, I really can’t offer too much
on a comparison and, for example, how we might see improvements. What I would offer are
some observations.

Over the last decade, Canada and a number of OECD countries have worked very closely with
EU Member States on scientific joint reviews. My observation during that period is certainly
that the EU system includes a very high level of scientific expertise and a very high level of
alignment, and how like-minded countries can work together and have a very similar approach
to doing risk assessment work. I have also experienced nothing but really highly professional
work by all those involved in that process.

1-013-0000

Bart Staes (Verts/ALE). – Chair, I thank, of course, all speakers for their interventions and
their contributions but I have a specific question for the representative of the Environmental
Protection Agency.

I understand that a federal court ruled on 10 August that the Trump government endangers
public health by keeping the insecticide chlorpyrifos on the market, despite extensive scientific
evidence that even small levels of exposure can harm babies’ brains, and a court in San
Francisco ordered chlorpyrifos to be removed from sale in the US within 60 days.

I understand that the Obama Administration proposed in October 2015 to ban the pesticide’s
use on fruit and that was supported by nine scientists from the Environmental Protection
Agency and was written down in a risk assessment memo. However, shortly after Donald
Trump took power, the then EPA administrator Scott Pruitt announced that the science showing
that that insecticide is harmful was inconclusive and flawed; the announcement by that
administrator came after a meeting, apparently with DOW CEO Liveris, who apparently had
written a USD one million cheque for the inauguration of Donald Trump.

My question is: how independent is the Environmental Protection Agency when it changes its
point of view when another administration or another President takes power or when there is
influence by industry lobbyists?
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1-014-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you for your question. The US system is grounded in risk
assessment. We received a number of comments in response to our proposal to revoke the
tolerances for glyphosate, certain comments were supportive of that conclusion, others were
not supportive of that conclusion. We are considering the comments that were submitted as part
of the public comment period on the proposed revocation rule. You also referenced the recent
court decision in the 9th Circuit in California. We are reviewing that decision and determining
what our next steps will be as a result of the court’s decision.

And let me just correct: I believe I said glyphosate but I did mean to say chlorpyrifos.

1-015-0000

Pavel Poc (S&D). – I am happy that we have a representative here from the United States
Environmental Protection Agency (US EPA). This is of course great news.

My question is about how you deal with the very difficult question of conflict of interests. To
give one specific example in this case: as you probably know, Jess Rowland, the scientist,
participated as a US EPA observer during the consultation process led by EFSA because of the
authorisation of glyphosate in September 2015. Later on emails from Mr Rowland to Monsanto
employees appeared in the Monsanto papers and he was alleged to have had an improper
relationship with industry. So apparently there is a strong case of conflict of interest here.

My question is: how is it possible that a scientist like Mr Rowland was appointed as a US EPA
official observer? Didn’t you know or did you know and didn’t care? How could this happen?
Do you have a filter which could avoid this situation in the future? How could this happen and
what is the result for Mr Rowland?

1-016-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you for your question. I have known Dr Rowland for a very long
period of time and I know that he brings – and brought when he was an EPA employee, he is
no longer an employee of the Environmental Protection Agency as he retired a few years ago –
many years of distinguished service.

All senior people within the Office of Pesticide Programs routinely have to file financial
disclosure statements to ensure that there are no conflicts of interest between any financial
holdings that we may have and the work that we conduct. In addition, all staff within the Office
of Pesticide Programs are not allowed to have any financial interests in pesticide companies
and they sign a certification to that effect on a regular basis.

In terms of scientific integrity: scientific integrity is a cornerstone of our work. We provide
training to our staff on an annual basis on the role of scientific integrity and transparency in our
process. There are procedures in place so that, if there were concerns about the integrity of our
science, review and, if necessary, remediation can occur so that the scientific analyses that we
are conducting are not impacted by any concerns about outside influence.

1-017-0000

Pavel Poc (S&D). – Any comment on the emails from Mr Rowland to Monsanto employees,
which were disclosed by the court?

1-018-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – I have not seen the emails so I cannot respond to your question.
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1-019-0000

Anthea McIntyre (ECR). – Chair, I would like to put a question to Dr Parker regarding the
written questions that we posed about public versus private funding for scientific research. I
would just like to clarify some of the responses.

Do you consider that the private nature of funding of research is in itself a problem or conflict?
And concerning EU public funding of research, which is one of the things that is being
considered, apart from the benefit that you identified of some free research – you identified that
in your response – do you think that this would deliver different results or would the underlying
science remain the same?

1-020-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Thank you for the question. Our view is that it is up to applicants to prove to us that products
are safe and efficacious. Our view is that it is their responsibility and their cost, they are the
ones looking to participate in the marketplace in Australia and it is up to them to provide the
scientific evidence that is required for a product to be registered. Our job is to ensure that we
have the quality of scientists available who are able to review that information, based against
the best scientific principles and based on risk, and make a decision.

1-021-0000

Anthea McIntyre (ECR). – Can I just come back on that and see if I can push you a bit further.
Would you be concerned by the, no, put it the other way round: if the European Union decided
that it was going to publicly fund all research rather than go the route of the private funding that
currently happens, would that give you greater confidence in the findings?

1-022-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– How the European Union chooses to get the scientific information it requires to register
products is a matter for the European Union. I am not going to be drawn into a value judgment
about science, other than to reiterate that our job, as the regulator in Australia, is to ensure that
we have the scientific capacity and ability to be able to ensure that products are safe and
efficacious. I don’t believe it is reasonable to ask me for a value judgment on whether one type
of science, public or private, would be better. Science is science and it needs to be evaluated in
the appropriate manner by a sophisticated regulator such as the APVMA.

1-023-0000

Hilde Vautmans (ALDE). – Thank you very much to the representatives for their explanations.
I think it is very clear from listening to you that you work more on a risk basis rather than on
hazard and we can learn a lot from that.

I have a question specifically for the Australian representative. One of the three criteria for
assessing applications that you mentioned is the aspect of trade. When the use of the product
pre-judges its trade or commerce between Australia and a third country, the product would not
get an authorisation in Australia. Would Australia in that case forbid Roundup or another
product containing glyphosate if the EU were to forbid its use?

I think that is a very important question, and for the two other representatives I have one more
question.

In your answer to Question 31 on animal use for toxicity results, I wonder what actions you
undertake to minimise and abolish in the end these practices and find alternatives?

1-024-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
–The APVMA’s job is to set the MRLs for a product coming into Australia and the Australian
Government – we are the statutory regulator independent of the Department of Agriculture –

Page 166 of 237



the Department of Agriculture is the Australian Government representative. It is their
responsibility to ensure that they certify against importing country requirements.

1-025-0000

Hilde Vautmans (ALDE). – Well, I don’t think I got an answer for my second question.
1-026-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Chair, as I heard both questions I believe that I have answered them fully and completely.

1-027-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – I believe you also had a question about some of the work that the US and
other countries may be doing on transitioning to the reduction of animals in toxicity testing.

The US has a significant programme under way to identify, incorporate and replace whole
animal testing. We have started our work in the pesticide programme focused on acute
toxicology testing where we have set up a programme for either waivers of some of the acute
toxicology testing using animals and/or begin to look at non-animal test methods in lieu of
whole animals for use in our risk assessment and labelling requirements.

1-028-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – As
with the United States, Canada recognises that there remain some studies that require younger
animals to fully explore any possibilities for risk to occur, but like the United States, we have
started on a programme of taking a very close examination of the need for animal testing and
wherever possible we will move towards alternatives to animal testing. We have made
significant progress already and we are part of a number of international efforts to continue to
do so.

1-029-0000

Anja Hazekamp (GUE/NGL). – Thank you, Chair. And thanks also to all the speakers for
their contribution. However, today, I am also wondering, once again, what this Special
Committee on pesticides actually does. Although the intention was to conduct a critical
examination of the EU’s authorisation process, we have heard hardly any criticism. Even the
experts whom we have heard from so far, have hardly made any critical remarks on the
European authorisation policy for pesticides. Never mind that we received information on the
impact of companies like Bayer or Monsanto on the authorisation of glyphosate, the
shortcomings of EFSA, or the health hazards of this poison.

I am also pleased about the complementary hearing that our colleagues of De Groenen are
organising next week. I urge everyone to attend it.

Having said that, I hope to get a somewhat clearer picture by asking a few questions. First of
all, I have a question for the Australian representative. You say that you are using a ‘hazard-
based’ approach, but in your answer on glyphosate and the authorisation thereof, you are opting
more for a ‘risk-based’ approach. Could you explain this please?

I further have a question for the American Environmental Protection Agency (EPA). How do
you view the legal proceedings against Monsanto in California? Are you now changing your
action plan, operations and procedures as a result of the first rulings on glyphosate?

1-030-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– My apologies, Chair, if I was unclear about the basis for Australia’s regulatory system. We
do not have a hazard-based system; we have a risk-based system. My apologies if I was unclear
in my presentation about that.

1-031-0000

Anja Hazekamp (GUE/NGL). – But I am still waiting for the answer from the EPA.
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1-032-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you for your question. From the US perspective, we just recently
closed a public comment period on our draft human health and ecological risk assessments for
the re-evaluation of glyphosate. We are currently reviewing those comments and expect to issue
proposed risk management decisions over the next several months, either in late 2018 or in
early 2019.

In terms of the lawsuit that was referenced, the US Government is not a party in that private
litigation. Therefore, the US Government does not comment on private litigation.

1-033-0000

Anja Hazekamp (GUE/NGL). – I am sorry, you say you are not part of this process, but it was
clear that it was the first time that Monsanto said it was liable for the diseases that occurred in
farmers using glyphosate. There was a relation between the cancer in this person and the use of
glyphosate. Maybe the United States is not part of this trial, but you must have some ideas about
the consequences of the use of glyphosate in the United States, or not?

1-034-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – As I mentioned, we just closed a public comment period on our draft risk
assessments that will inform our risk management decision. We will take into account all of the
comments that we have received on those risk assessments and for forming what our next steps
will be, including proposed risk management for glyphosate over the course of the next year.

1-035-0000

Piernicola Pedicini (EFDD). – Chair, I have a question that I believe is relevant to all three
speakers, whom I should like to thank for being here. I refer to the fact that glyphosate has been
assessed as non-carcinogenic by your national authorities, therefore I should like to know more
about the procedure which the active substance in question has undergone.

More specifically, in a previous meeting of this committee, we learned that there are 750
different pesticide formulations that contain glyphosate. In the EU, we have a system that
requires an assessment of the active substances which is separate from the end products and
from phytosanitary products. Therefore, given the considerable number of co-formulants and
the fact that these can be up to a thousand times more toxic than the active substance on its own
– at least that is what we have been told – I should like to ask what the assessment procedures
are for the co-formulants and adjuvants used in your countries. How many and which
formulations have actually been tested in your countries, given these conclusions, which we
find surprising?

What I mean is: prior to authorisation of a product as a whole, not just the active component,
given that there is a significant risk for a very large number of people, for the majority of the
population, and we all agree that we need assurances. Do your methods provide such
assurances?

1-036-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– As we outlined in our responses to the questions provided before the meeting, Australia’s
system is that we register the active in the first instance, and then we register the product, so
the formulation. Therefore, every single formulation of any particular chemical active that is on
the Australian market has been assessed against the full safety and efficacy criteria that we use
against all products. So we are very comfortable that we have looked at every single product
that is on the market, as well as every single active that is on the market in Australia.
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1-037-0000

Chair. – Excuse me for adding to the question, and therefore all the products and all the
formulations?

1-038-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– That’s correct.
1-039-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – In
Canada we also have a risk assessment process where, at the same time that the active ingredient
is considered for approval or renewal, we consider all the products at the same time, the use
patterns of those products, the formulations and the constituents of those products. There is a
specific set of studies that are used to assess whether formulants inside those products or the
nature of those formulations could cause concern. We also maintain a list of substances that
under no circumstance do we allow into products because they are already known to be very
hazardous substances.

1-040-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – The process in the US is very similar to what my colleagues from Australia
and Canada have described. We conduct a risk assessment on the active ingredient and we also
conduct individual risk assessments on the inert ingredients. End-use products have a specific
set of formulations and specific toxicity studies that are also evaluated as part of the registration
process.

1-041-0000

Angélique Delahaye (PPE). – Mr Chairman, I am going to change roles and put on my hat as
PPE group coordinator.

I have two questions. Firstly, what recommendations could be proposed within the OECD on
issues relating to the question that we are dealing with here in this committee? As OECD
member countries negotiate free-trade agreements among themselves, would it be possible to
encourage them to comply with the same standards? Secondly, in each of your presentations, I
heard mention of ‘definition of unacceptable risk’ but I am not sure that I fully understood what
the definition actually is. Could each of you therefore explain what you understand by
‘definition of unacceptable risk’?
1-042-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Chair, I’ll respond to the second question, but I might just ask if the first question could be
repeated for me please. An unacceptable risk is one in which the hazard of the use of a particular
chemical cannot be mitigated by other measure; so if you have a product or a chemical that is
out there and you are unable to put in risk mitigation measures to ensure that it is safe and
efficacious, then that would not be registered in Australia.

1-043-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
Thank you. Thank you for the question. With respect to the first question in terms of standards,
the PMRA is involved in the establishment of food safety standards, maximum residue limits
for use of pesticides on foods, and those do not have any direct relationship to free trade
agreements. We set those standards on the basis of a risk assessment, which is based on potential
health issues.

As regards the second area regarding unacceptable risk, I agree with my colleague from
Australia that essentially it is a risk that cannot be mitigated. There are also certain international
norms in terms of what kind of a risk is considered acceptable and unacceptable. There are
certain types of risks that you can have a certain magnitude of risk that is considered negligible.
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For example, it is very common in cancer risk assessment for people to use a one-in-a-million
kind of risk level that would be considered acceptable or not unacceptable.

1-044-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – And from the US perspective, our systems are very similar to what my
colleagues from Australia and Canada have described. I wouldn’t have anything to add.
1-045-0000

Pavel Poc (S&D). – I must say that I perceive the situation as sort of funny because we have
here four agencies, three now and one European, EFSA of course, which authorised this
compound, I mean the glyphosate active compound. And now we have a quite contradictory
court decision which says that this causes cancer, and with even quite severe financial
consequences for the producer. My question is, how is this possible? Do you want to comment?
You authorise something that was found by a court to be dangerous, how simply is this
possible?

1-046-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Chair, I’m happy to provide an answer. As I’ve indicated, both in my presentation and in the
answers to the questions provided by committee members before we appeared, Australia’s
regulatory system is based on risk. It is not based on the medical and legal system of the USA.

1-047-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – On
the question of the glyphosate outcome in the California court decision, we have not reviewed
fully that decision or the basis for it, nor would we normally do that. That is a court decision in
another jurisdiction; it is not an outcome of a risk assessment and in the case of glyphosate we
have done an extensive scientific risk assessment of glyphosate that has taken many, many
years and involved looking at thousands of studies and we came to a conclusion that the risks
of glyphosate were not unacceptable. So we have made that final decision.

If any kind of a court decision, if any kind of an outcome of another regulatory authority was
based on new scientific information that we were not aware of previously, we would certainly
take that into account and determine whether we needed to take any further regulatory action
based on that new science, but we are not aware of anything substantially new, so our current
conclusion on glyphosate stands.

1-048-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Chair, from the US EPA perspective, I mentioned earlier that we just
recently concluded a public comment period on a draft risk assessment that is based upon the
science that was available at the time that we conducted our risk assessment. We will be
considering all feedback that we received on that risk assessment as we move towards a risk
management decision later this year.

1-049-0000

Chair. – If I may be allowed to add a word to what Mr Poc said, which at the end of the day
concerns us all because that court and that case are elements that raise questions because as we
have seen during this month-long procedure, there is scientific evidence on both sides because
there is disagreement.

We are, today, at the heart of a scientific debate that is very real and present and then there is
the question of the non-scientific evidence, the famous ‘Monsanto Papers’, which were written
by internal Monsanto experts.

This is where I think that all agencies around the world are at the heart of the issue, because
that is where we are as legislators. We are all aware that what is at stake is the safeguarding of
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human health and although this doesn’t call for a response, it is an issue we are all confronted
with, whether as legislators, scientists, directors of agencies or something else.

Indeed, this is not a minor issue because, for the first time, we are faced with certain evidence
and in this respect, a court has made a decision that could, subject to the appeal of course, call
all the processes of all the agencies on that continent and at home into question.

In addition, if I have properly understood, I believe Mr Poc’s question highlights a paradox, or
in any case a somewhat unusual situation in which we all find ourselves.

It is prudent to wait of course but it is true that this raises questions regarding the entire process
and framework because what we have here are nevertheless comments from internal experts
who are at the heart of the question.

I think that we will have to wait for the court because there is in effect the question of the two
scientific views, the two approaches and then there are the internal issues of the company that
produced the molecule that a large proportion of the specialists join together in saying does not
have an impact on carcinogenicity.

I think that we will have to follow the entire process closely because it has an impact on our
work together and on our commitments as collective custodian.

It is in this respect that I would like to support Mr Poc’s question. This does not call for a
response but is just to register a specific reading. I continue in leaving the floor to Mrs McIntyre.

1-050-0000

Anthea McIntyre (ECR). – Thank you. I guess this is a question to everybody, but what I
would like to do is ask for some clarification on the different processes of renewal and
reassessment. How do they differ in practice? Is it that the intermediate renewals – every five
years or whatever in different countries – require a practical analysis or are they just limited to
a paperwork assessment? How do the renewals align with the re-evaluation cycle, and is it the
same process of renewal and reassessment for both the active substance, and for the individual
products based on the substances?

1-051-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Thank you, Chair. Australia’s re-evaluation process is based on new scientific evidence. We
do not have a regular re-evaluation of products. What we do have is, where we have new
scientific information that we believe is relevant to a product that we have previously registered,
then that product goes through a formal review process and that formal review process has the
same robustness around it as would the application for a new chemical. So, each of the different
components, from toxicity all the way through to trade, through chemistry, of all the different
formulations that are out there, are all considered, as is the full evaluation of human health
aspects as well.

1-052-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – In
Canada, as I mentioned in my opening remarks, we have a statutory obligation to re-evaluate
all pesticides on a 15-year cycle. So when we initiate the re-evaluation, that includes a full re-
evaluation of the active substance as well as all the end-use products that contain that active
substance. That risk assessment and risk management is very much conducted in the same
manner as a substance before it enters the market.

1-053-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – In the United States, the approach is very similar to what my colleague
from Canada described. We evaluate the active ingredient every 15 years, along with its
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associated end-use products. For all ingredients – active ingredient or inert ingredient – we also
have an adverse effects reporting system. If new information becomes available to us that
suggests that the toxicity or the exposure from the chemical may be different than what we
previously assessed, we will undertake a new assessment to see if that new information changes
our previous scientific conclusion.

1-054-0000

Anthea McIntyre (ECR). – If I could just come back actually to both Dr Parker and to the last
speaker. Let us start with the USA. Will the court ruling in California mean that you will do a
reassessment of glyphosate, a re-evaluation? And if I could just ask Dr Parker – if it had been
an Australian court, would that cause you to do a re-evaluation of glyphosate in Australia?

1-055-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you for the question. In the United States we are currently in the
re-evaluation process. The public comment period on our draft risk assessment recently
concluded and we are evaluating those comments and that information now. Then, based upon
that evaluation and those comments, we will determine what mitigation might be necessary and
will issue a proposed risk management decision for public comment either later this year or
early in 2019.

1-056-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– In regard to glyphosate, we looked extensively at the IARC report, we looked extensively at
the available science, and we did not believe that there was adequate scientific evidence to
provide for a review of glyphosate going forward. The Member is asking me a hypothetical
question about a hypothetical court case potentially in Australia – or not in Australia. I am really
not able to answer that question. It is completely hypothetical and it would not be useful for me
to speculate on something that has not occurred.

1-057-0000

Anja Hazekamp (GUE/NGL). – Thank you, Chair. I should like to get back to the process. It
is actually the case in all countries, also in Europe, that the industry initially provides data on
request. Let me now give a few examples of Monsanto. For decades, the company said that the
defoliant Agent Orange did not pose any problems, that PCBs were entirely safe and that DDT
did not cause any environmental problems. We now know better. It is therefore important to
have regular reassessments.

On paper everything is well organised, as these countries have also told us. Products are
evaluated again every 10 or 15 years. Last week in Europe, however, we saw the consumer-
interests group Foodwatch bring out a report on re-evaluation in the European Union. From this
it appears that pesticides that are potentially dangerous for humans and the environment remain
authorised for much too long. Due to insufficient capacity, the mandatory evaluation of many
pesticides is postponed for years, even in the case of pesticides for which it was concluded a
few years ago that they presented serious risks for humans and the environment. The existing
authorisation is procedurally extended each time by one, two or even three years. Since 2012,
Europe has already seen 200 procedural extensions. Already by June 2018, 42 substances had
been re-authorised without any new scientific tests being carried out. I find this unacceptable
and have therefore asked the Committee about it.

I am curious to know what the situation is in the US, Canada and Australia. Do you also
experience capacity issues in these bodies? Because I can imagine that there would be problems
with re-authorisation if, for instance, you wanted to reassess all mixtures containing glyphosate
– of which I believe there are hundreds in Europe. Is procedural extension granted in your
countries, or is everything based on new scientific insights?
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1-058-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– The short answer is no. Our system is a little bit different to the US and Canada in that, like
the US, we also have an adverse experience reporting mechanism which helps inform when we
may or may not instigate a review. But, as I indicated in an earlier answer, Australia looks to
review existing chemicals on the market where we see new scientific evidence that has come
to light that may call into question a particular use of a particular product.

1-059-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – In
terms of the processes for re-evaluation of older chemicals, as I have indicated Canada is one
of the countries that has a statutory cyclical obligation to review those chemicals. I would say
that, in my case, the short answer might be yes, resources are a constant concern, so we are
constantly making sure we are prioritising those resources to the areas of greatest concern. So,
as we go through our reassessment of older chemicals, we do a kind of a scoping exercise to
make sure that we are focusing on those areas of greatest concern and we move forward with
those.

From my view, this post-market area of work, this re-evaluation of the older chemicals, is a
really strong driver for greater international regulatory cooperation and work-sharing amongst
OECD regulators.

1-060-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – In the United States, the situation is very similar to what my colleague
from Canada described. For every active ingredient that goes through the process, we undertake
a scoping exercise to determine what additional information, if any, we do need to complete the
re-evaluation. Some require more data than others, but we utilise the results of that scoping
exercise to prioritise our resources, to work towards completing the statutory obligation to
re-evaluate active ingredients every 15 years.

1-061-0000

Chair. – If Mrs Rivasi could be so kind, as she is the next speaker, in addition to Mrs Hazekamp’s
question and in order to get an idea of the extent of your agencies, could you tell us how many
people in your three agencies are involved in the question of the study of pesticides?

1-062-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– I wouldn’t actually have those figures with me but I am very happy to provide them through
the embassy to the committee. I’ll get that answer for you, but I don’t have it to hand.
1-063-0000

Chair. – Even an idea of the scale? How many people work under you in the agency? More or
less.

1-064-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– I have about 200 officers in my Agency. Those officers would be doing evaluations and re-
evaluations, so it would be hard, but, look, 15% of our work might be re-evaluations. It might
be more, it might be a bit less, but I am very happy to provide you with a more accurate answer
through the embassy.

1-065-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – In
Canada the Pest Management Regulatory Agency has approximately just under 400 staff, the
vast majority of whom are scientific personnel and, as my colleague indicated, I don’t have a
specific sort of proportion working on evaluation versus re-evaluation, but it is a substantial
percentage of the workforce, given the volume of work that they have. With a 15-year cyclical
process, of course, it depends on the number of active substances you have registered how much
resource you have to put to that.
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1-066-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Mr Chair, for the office of pesticide programmes at the US Environmental
Protection Agency we have approximately 600 staff working in the programme. The vast
majority of them are scientists, either looking at the human health or the ecological risk issues.
Our scientists work on both registration and re-evaluation issues, so as my colleague from
Australia mentioned, I don’t have the figures at hand where I could definitively say how many
people do we have devoted to registration versus re-evaluation. If that is something that the
committee is interested in hearing, I’m sure we can get that information to you.
1-067-0000

Michèle Rivasi (Greens). – Mr Chairman, I have a very straightforward question. You carry
out assessments and you carry out re-assessments. How many pesticides have you banned?
Have you banned any pesticides and, if so, how?

Also, you speak about risk assessment and at the same time you speak about acceptable risk.
You mentioned a figure: one out of a million people exposed. What risks do you take? Are
some risks bigger than others? Cancer, for example? Is it the mutagenic, genotoxic or reprotoxic
element? In nuclear power, acceptable risk is defined as so many deaths per million people
exposed. For you, how many deaths would it be? When you re-assess a pesticide, you say that
you are going to ban it, but ban it as of how many deaths? What is it that makes you re-assess
this pesticide or ban it?

I have a specific question for the EPA (United States Environmental Protection Agency). I very
much regret the absence of the representative of the Californian agency. Why is she absent?
Because the Californian agency says that glyphosate is carcinogenic. At the same time, we want
to inform the consumer and we want a label to inform the consumer that Roundup is
carcinogenic. Monsanto brought a case against this agency’s decision and won on the point that
no label need be used. However glyphosate is still on the list of carcinogenic products.

So in the United States, there is California and there is the EPA, which is a federal agency.
What is your position on the subject? I would nevertheless like to know how many pesticides
have been banned and whether you ban them.

1-068-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– The short answer to the question is – without defining a timeframe – yes, we have banned
chemicals and yes, just in the last few weeks we have changed the usage of some chemicals and
banned the usage on certain crops and this is an ongoing work.

Again, if it is important to the committee I would be very happy to provide you with some
numbers, but I do not have them to hand. But the short answer is yes, we have banned chemicals.
It is an ongoing process for us, and some chemicals would have bans put in place on the usage
on certain crops because of MRL data or food survey data. So it is an ongoing process for the
APVMA in Australia and something that we take extremely seriously.

1-069-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – On
the first question, as my colleague said, I do not have specific information on the number of
active substances banned, but we do on occasion, as a result of the outcome of our risk
assessments, require the phase-out of complete active substances. I would say that more
frequently it is a question of further restrictions or of preventing the use of that active substance
or that product on one or more crops. It is much more often a restriction in the use pattern, for
example, so that it could be used in agriculture, but not in a consumer or urban setting.

It is probably also important to note that not all active substances that do get proposed for
approval in countries make it through that approval process. In Canada, for example,
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approximately 15% of the applications that are made to us are not completed. The re-evaluation
process, as my colleague says, is kind of an ongoing process where we are looking at the active
and we are looking at the products. Sometimes, as a result of the risk assessment outcome, we
propose to phase out something completely, and sometimes it stays on the market with more
restrictions.

1-070-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – In the United States, it is very similar to what my colleagues from
Australia and Canada have mentioned. I do not have with me today the number of active
ingredients that we have cancelled, and knowing the timeframe of interest would also be
helpful. As we go through the re-evaluation process, there are times when the decision is made
to cancel the chemical and all of its uses and all of its end-use products in their entirety.

Oftentimes, it is a change to a specific product label or perhaps, at times, the removal of certain
types of uses or the way in which the use can occur. So, for example, we might determine that
it can no longer be aerially applied, but it could still be applied using certain types of ground
application procedures. Alternatively, there might be new personal protective equipment
requirements for applicators that are handling and applying the product.

The re-evaluation process will at times identify the need for additional limitations or
clarifications to be added to the label. Then either certain uses may be removed, if the risks are
determined to be unacceptable, or at times the entire active ingredient, through some type of
phase-out or other mechanism, may be cancelled and no longer be available for use in the United
States.

1-071-0000

Chair. – Mr Keigwin, while you have the floor, could you respond to the second question?

1-072-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – I believe the second question had to do with a specific requirement in the
state of California that applies not only to pesticides, but also to a wide variety of substances
that may have been classified under certain types of evaluation systems for different types of
effects.

The state of California does have a requirement for not just pesticides, but a number of
substances. For example, if the IARC determines that something may be a carcinogen, under
California state law there are certain types of notifications that are required under state law to
provide to the public. One of those mechanisms may be to include that information – if it is a
pesticide – on the pesticide label, but there are other mechanisms for informing the public, not
solely through the use of the pesticide label.

1-073-0000

Michèle Rivasi (Greens). – Mr Chairman, what surprises me is that although, under
Californian law, when a pesticide is recognised as carcinogenic, it can be labelled – which is as
it should be as this is consumer information –, why does a company like Monsanto go to court
to stop this? One might ask oneself questions about Monsanto, which doesn’t want to provide
information, while the law of the state is what it is. This means that a company such as
Monsanto does not wish to comply with the laws of the country. That is what this means.
Democratically speaking therefore, this is a serious issue.

1-074-0000

Chair. – Yes but that isn’t a question. It is a statement that raises questions but we are moving
away from science and the role of a director of an agency. However it is important to raise the
issue in this way because it provides us all with a reading in terms of our take on the issue.
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1-075-0000

Mireille D’Ornano (EFDD). – Mr Chairman, distinguished experts, I am going to come back
to the absence of Mrs Marylou Verder-Carlos who decided to cancel or was forced to cancel her
visit scheduled for today because her failure to appear before us does follow the recent decision
against Monsanto by the Californian court. A very strange coincidence, I would say.

This court decision is a historic one and could inspire the judges of the 4 000 similar cases
currently before state or federal courts.

The parties opposing Monsanto affirm that the Environmental Protection Agency failed, and I
quote, ‘to effectively require adequate labelling of these products’ while Monsanto itself knew,
if we are to believe the evidence revealed during the trial, that the product was carcinogenic.

My question is therefore addressed to the three experts. What improvements do you think state
assessment authorities should make to bring an end to this type of scandal?

1-076-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Chair, may I just reflect on my answer for a few minutes, please.

We have a strong regulatory system in place in Australia. As I outlined in my opening statement,
we are of course continually looking for improvements in the way we regulate and in the way
we do our business. We see it as an important part of being an evolving 21st century regulator
that we are able to look at continual improvement.

In relation to specific answers to the question and in relation to glyphosate, I can only reiterate
that the Australian regulator has looked at glyphosate and looked at the IARC report. On the
balance of international scientific evidence, if glyphosate is used in accordance with the label
instructions in Australia, it is safe to do so.

1-077-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – As I
indicated before, in the context of the glyphosate re-evaluation review that Canada has
conducted, we used a risk-based process. We have conducted an extensive scientific review of
all the data available. This is data that was public and proprietary. We have worked
internationally with many of our colleagues to make sure that we did understand and had
available to us all relevant studies, and that risk assessment itself was based on internationally
accepted protocols for how to conduct risk assessments.

On the weight of evidence, our conclusion is that glyphosate was acceptable for continued
registration and we did not have a substantive concern as long as it was used according to the
label directions. In terms of improvements around things like glyphosate and how maybe to
prevent some of the issues, certainly we would promote as much international regulatory
cooperation as possible by international regulators on this kind of an assessment and outcome,
and ensure our risk communications are also helpful to the Canadian public.

1-078-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – In the United States, as we have been discussing, our regulatory system
is based upon a robust scientific risk-based approach to pesticide regulation. We have a
commitment as a programme, supported by language in our statute, to focus on process
improvement. We routinely engage with our external scientific peer review body, as well as our
policy stakeholder advisory group, to help us either identify areas for improvements in the
scientific assessment on the methodological process or, from the policy or procedural side, look
for opportunities to improve the process to ensure that the programme continues to be grounded
in strong scientific and policy principles. In terms of glyphosate, I have mentioned a couple of
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times this afternoon where we are in the process, and we will continue to follow that process as
we complete the re-evaluation for glyphosate at a federal level.

1-079-0000

Mireille D’Ornano (EFDD). – Mr Chairman, I would just like to ask these three people this.

How many deaths will be needed before it can be said that glyphosate is a carcinogenic product
and not ‘probably’ carcinogenic?
1-080-0000

Chair. – Let us reverse the order to give Mr Parker a bit more time for reflection. -

1-081-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
[unclear audio] may borrow from my colleague’s previous response and asked that I could be
given a couple of minutes to think about my response.

1-082-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Thank you for the additional time. As my colleague from Canada said,
we too rely upon a scientific approach focused on avoiding unreasonable adverse effects,
specifically when it comes to the evaluation of residues of pesticides on food. The legal standard
that we’re evaluating is whether use in accordance with the label results in a reasonable certainty
of no harm. Therefore, our focus and our risk assessment and risk management are working
towards achieving that standard of reasonable certainty of no harm.

1-083-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– I don’t have anything further to add to my colleagues, the systems we use are similar, so I
don’t have anything further to add.
1-085-0000

Thomas Waitz (Verts/ALE). – Thank you, Chair. My question goes to all three
representatives. Is there any glyphosate-containing products that you have not allowed on the
market, first of all? The second thing is about industry studies. We’ve already found out here
in the European procedure that, of course, the industry has to pay for the costs of the scientific
reviews and scientific studies, but how is it in your countries? Can the industry actually choose
which studies they include in the procedure? Is there a registration of studies? So if they once
start to study they have to add it to the application, or can they have, say, 40 studies done and
just take the 20 ones that serve their interests best and then apply for permission with the 20
chosen ones? Could you tell us how that regulation is happening in your countries please?

1-086-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– In Australia you are correct that the industry provides the information it needs to support the
registration of the product in Australia. It would be fair to say that the assessment of those
products may not entirely rely on just the information that has been provided by the applicant,
I would expect my scientists to have a broad understanding and be looking for other studies that
were out there.

Therefore, it is not an uncritical process that is being applied by the scientists at the APVMA.
Where they may have doubts about particular studies, whether that’s efficacy or toxicity or
whatever, then they would dig deeper and either request more information from the applicant
or look for it among the broader scientific community.

1-087-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – Mr
Chair, in Canada, if we’re talking about an application for a new active substance to be
registered, certainly there is a very specific list of studies that must be conducted and submitted
in support of an application for a new substance. During a re-evaluation of a substance, we’re
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looking to see that not only are those studies that we required in the first instance have been
submitted to us, but we’re making sure that – as the science has evolved – if we have deemed
any new data requirements necessary along the way over the last period of time, then those
studies are also made available to us.

I’d also like to point out that in Canada, the manufacturers – the registrants – are also required
to report to us any adverse effects or any potential studies that they’re aware of that potentially
show increased risk. So in fact, they’re required to submit all the studies we ask them to, but as
well should they be aware of a study that is of a negative nature, they are also required to submit
that to us.

1-088-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – In the US, the system is very similar to what my colleague from Canada
just described. In addition, we also do a search of the open literature for any data that may have
been conducted by those other than the registrants and then we have developed standards for
inclusion of those open literature studies into our scientific assessment process. So we will look
for data that are available publicly as well as incorporate data from registrants in the risk
evaluation process.

1-089-0000

Chair. – Could you just answer the first question?

1-090-0000

Thomas Waitz (Verts/ALE). – I don’t want to criticise you, I mean you didn’t really answer
my question as to whether there is registration of the studies that the industry is doing for the
application. I mean, sure we have the same procedure: sure there is a peer review and sure, there
is a broader view. I hope that this is the same in the US.

But to be more concrete on the question of whether there are some glyphosate-including
products that you were not allowing: are tallowamines forbidden in your countries, because
they are in the European Union?

1-091-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– I don’t have information to hand as to whether we have not approved particular glyphosate
formulations, Chair. Again, if the committee is interested I’m very happy to provide on a
number basis whether that’s the case or not. I simply don’t know whether we have or we
haven’t, and again over what time frame would be useful.
1-092-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – Mr
Chair, on the question of glyphosate products that have not been approved, as we said earlier,
as part of the re-evaluation of any active substance very typically there are certain products that
tend to have more restrictions placed on them. They may or may not be able to be used any
longer in a certain manner or on a certain crop. As far as the specific substance of concern, I
don’t have information with me to provide an answer as to whether that substance remains in
glyphosate products or not.

1-093-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – I don’t have that information at hand. I think we would have to provide
that information to the committee subsequent to our visit today.

1-094-0000

Maria Noichl (S&D). – I’m not at all known for mincing my words in this house. Still, I’m
genuinely shocked by the hostile atmosphere which is dominating our session today, since – as
I understand your visit – you’ve come here to help us. You’ve come here so that we might
perhaps be able to harmonise our systems, or learn something from you, and I can’t begin to
understand why this has partly turned into a tribunal about Monsanto, and certainly not about
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your work. As such, I have to say I’m astonished that the atmosphere is so hostile here, and for
my part, I’d simply like to ask you a few questions.

Australia – you’ve accomplished this – routinely reviews their approved pesticides. I would be
interested to learn how this routine review process is organised, what resources you’re actually
able to allocate to it, and whether new studies – for example, if pesticide particles are adhering
to dust particles – whether those sorts of things are also taken into consideration in the procedure
for a product which has already been approved. In short, what triggers those reviews of
substances which actually have been approved? We often have a problem where we have
substances which have been approved, and then new studies come out. What is the absolute
limit before someone says okay, now it’s going to have a further review? And I’d be interested
to know whether the same people can do the review, because it’s also a big problem for us that
people feel like it’s always the same group of people, and they ultimately don’t want to ban
things which have previously been approved, because then the approvals they themselves gave
one, two, five years ago would be called into question.

Second question: we don’t do this in Europe – I’d be interested to learn whether you also test
pesticides – I mean, active substances or pesticide formulae – for the long and short-term risks
to soil organisms. The whole subject of soil organisms has completely fallen by the wayside
here in the EU, and it would just interest me if your countries are doing that. That’s not an
accusation if your countries aren’t doing it any more than we are. We don’t do it, but we want
to get better.

And third question, my final question: Are there maximum values for glyphosate or its
breakdown products – such as AMPA – in the soil and in surface water? Are there numerical
limits? We don’t have them either, and we want to get better on that front as well; if there’s
anyone who’s a step ahead of us, we’d be glad to hear it, since that way we can learn something
from them.

I’d just like to emphatically thank you again for coming.

1-095-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Specifically in regard to glyphosate, again I don’t have that information with me. I wasn’t
aware that this would be of particular interest to the committee, Chair, but I am very happy to
do a search when I’m back and, if the information that the Member is interested in is publicly
available, I am more than happy to provide that information.

As I indicated in some earlier answers, we approve active constituents and we approve
formulations. Where we find new scientific evidence that becomes available, we will look to
re-evaluate a chemical that is already in the market place in light of the new scientific evidence,
but in exactly the same way as we would have approved a chemical in the first place. Therefore,
a full suite of evaluations across all the safety criteria, all the environmental criteria and all the
human health criteria would be done on that re-evaluation. I trust that this answers the question.

1-096-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – Chair,
the question is about post-market and, once the substances enter the environment, what kind of
a post-market programme we have for monitoring whether or not there are any long-term or
short-term impacts on species. Certainly, in our risk assessment in the first case, we make sure
that we are looking forward to make sure that the product can be used and that there will be no
unintended effects on the environment or on human health. So in our risk assessment we are
trying to understand, as we move forward, whether that would result in any breakdown product
of this active substance or a product or a breakdown product that would end up in the
environment.
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We certainly have thresholds, which we develop through modelling as well as through
environmental monitoring after a product is registered. We develop an understanding of
whether there is a threshold above which there might be harm to aquatic life or to the
environment. That does include understanding and developing thresholds for all these active
substances, if they are going to be, or expected to be, present in surface waters, as well as in
groundwater. Both surface waters and groundwater can also be used as a source of drinking
water. It is therefore really important for us to understand whether or not there is a post-market
potential for a substance either building up to a threshold, or maybe being present at a certain
level of concern. It is part of our normal process to consider that.

1-097-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Similarly, in the US we are looking at what may happen in the
environment to any particular pesticide, how it may break down and whether or not, and to what
degree, it does get into surface water or groundwater. We also do look at ecological risk as part
of every re-evaluation and registration that we undertake and will put in place risk mitigation
measures to reduce unacceptable ecological risk levels to more acceptable levels.

There is something that I think we can provide to the committee subsequent to today. The US
Environmental Protection Agency, under the Safe Drinking Water Act, has established a
maximum contaminant level for glyphosate in public drinking-water systems and I would be
happy to provide that information to the committee subsequently, so that they can understand
what that level is and what the scientific basis for that level is. I think I heard a question related
to maximum contaminant levels.

1-098-0000

Maria Heubuch (Greens/EFA). – Thank you very much for coming here to tell us how you
deal with approving, with registering pesticides in your own countries, which is indeed the
bedrock of this committee. Unlike my colleague Ms Noichl, however, I am not disappointed by
the atmosphere here. I can to a certain extent understand it. Actually, more than anything I’m
completely at a loss for how to get an answer here. We’ve talked about risk at length, and you
just finished by saying, yet again, that the risk is evaluated, you try to mitigate the risk – but
after two hours of debate, it’s still not clear to me how much risk you are prepared to accept,
and how much it has to be mitigated.

We’ve talked about court judgments, and there’s certainly more than just the California
judgment; in Brazil, the federal court suspended the use of glyphosate at the start of August.
I’m personally assuming that court judgments don’t arise from some sort of gut feeling or
because certain positions have been weighed up; rather, I’m assuming that the science is also
looked at, and when we look at the scientific research there’s just been in the case of glyphosate
– the International Agency for Research on Cancer is scientific too – I ask myself: what do you
take into consideration? You keep saying everything is looked at. On the one hand, if something
relevant comes up, there will be a re-evaluation. Was what the IARC discovered at the cancer
research centre not relevant? If they say it’s probably carcinogenic, then what is actually taken
in?

And it’s a little contradictory if on the one hand you’re talking about staff shortages – which
we absolutely understand, that’s not just a problem your institution has, it’s an international
problem – and on the other hand, you’re saying everything’s taken in. So it would be important
to me to get a slightly clearer picture here. Where do your priorities actually lie? What has to
be factored into scientific assessments? How do you weigh this? Does the institution which
made it factor in, or does the end result factor in? How do you weigh this, for example, when
deciding whether to re-open a process? That’s still not clear to me. What does it look like,
exactly, when all’s said and done?
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We all know that nobody’s perfect. New insights are cropping up all the time. But at the
moment, I feel like you’re saying that all is well and everything has always been done correctly,
and we’ve always done everything as well as anyone could have. In my assessment, certain
things were not actually considered, raising the example of the IARC again, which arrived at
completely different findings, and you’re still of the opinion that no, there’s actually nothing
there which would have to be re-evaluated.

1-099-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Chair, that is quite a long question which also has some assertions in it which I’ll do my very
best to answer in as short a time as possible.

First up, Australia did not say at any stage that we didn’t have the resources required to do
either re-evaluations or evaluations of chemical products coming onto the Australian market. I
think that all three regulators, and certainly from Australia’s perspective, have been incredibly
open. We’ve provided extensive answers to questions from the committee beforehand, which I
think outlined very clearly where our responsibilities lie to the Australian people, namely: when
we look to assess a chemical whether it be glyphosate or whatever, we look at the safety, the
efficacy and the trade criteria. Of course in the safety criteria the human health and safety is an
extremely important part of that assessment, as is the environmental health and safety.

So I feel we’ve been very open and I feel that we’ve provided a very clear answer to what
criteria we look at. These things are based on risk, and there will always be some differing in
scientific opinion, but if I could reiterate on the weight of the scientific evidence around the
world, the APVMA feels that if glyphosate is used as its label directions says it is to be used in
Australia, it can be used safely. Thank you, Chair.

1-100-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
Maybe I would just add that from a scientific perspective, for a lot of active substances ... I
mean, these are substances that were designed to have activity, inherently they are hazardous
substances, but they are only going to be harmful very much depends on whether or not people
are exposed to them or there is an excess exposure in the environment.

So you do have scientific bodies, you do have a lot of scientists, that focus on whether a
substance is hazardous or not, whether it has the potential to cause cancer, perhaps under very
specific circumstances. Part of the risk assessment we do in the case of pesticides is look at a
chemical like glyphosate: if it is used according to the specific restrictions and labelling that we
require in its authorisation will it result in significant exposure to people or the environment
and is that exposure enough to result in an unacceptable harm or not.

The hazard is an inherent property that might pose an unacceptable risk under certain
circumstances. In the case of glyphosate used in agriculture, we have conducted the risk
assessment, we have looked at the exposure that both people or workers, or the environment
might experience and we don’t feel that there is enough risk of concern there.
1-101-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Mr Chair, what I would add from the US is just to reiterate that we are
still in the re-evaluation process for glyphosate, so we have not reached our risk management
conclusion for glyphosate from a reassessment standpoint. The one thing I would add, and to
the extent to which the committee would find it helpful because there have been a number of
questions this afternoon about assessment criteria, is that for every study that we require for
registration or for re-evaluation we have established standard evaluation procedures for how to
consider that study. That information is available on the Office of Pesticide Programmes on
EPA’s website. We’re happy to make that website available to you.
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We have also published, after peer review, our risk assessment framework and our risk
assessment procedures for pesticides that we evaluate, to the extent to which the committee
would find that helpful as part of its deliberations, we’d be happy to provide links to that
information on our website as well.

1-102-0000

Anthea McIntyre (ECR). – Chair, can I raise a point of order please? We agreed that we would
each have one minute for questions. The previous member took far longer than that. Please can
I ask you to enforce the rules.

1-103-0000

Chair. – Mr Gericke has the floor. -

1-104-0000

Arne Gericke (ECR). – I also would like to say thank you for coming here. We are close
together regarding America, Canada and Australia. I think you have your background in
Europe, so it would be nice to find closer cooperation between the agencies.

– But now I’d like to switch to German. I think if we’re taking the EFSA as a starting point –
it would be nice if the EFSA were here too. As best I remember the presentations, the EFSA
has 40 employees, whereas America is working with 4 000. If we’re talking about documents
or information, then I recall that upwards of 170 000 documents were reviewed by the EFSA
just concerning pesticides in which glyphosate is included; so there is certainly a possibility
that it might not be possible for someone to take a position on particular issues here. With that
in mind, I think, there has to be some understanding with the agencies that when we talk about
glyphosate, we’re talking about one substance amongst many, and as far as I know, EFSA
classified the glyphosate component as not carcinogenic – that’s the last statement I recall off
the top of my head. However, components of the pesticide as a whole were found which are
carcinogenic, and then of course the definition is important again. To what extent do you as
agencies give clarification where we as politicians are sometimes confounding the active
ingredient and the product as a whole?

1-106-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Thank you for the question. While some of Australia’s origins may well have been in Europe,
we are a very proud part of Asia and are very proud of our multicultural makeup.

To a large extent, I have already answered this question earlier in the proceedings. As I
indicated, we look at the active but we look at each of the formulations of that active that are
for sale in Australia. Rather than reflect on how EFSA may or may not do its work, I can simply
give you an understanding of how we do it in Australia and we believe it meets both the needs
of the Australian people and the obligations that we have under Australian legislation to protect
the health and safety of humans, animals and the environment.

1-107-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – Mr
Chair, I think, as we have indicated before, that in Canada our risk assessment process ensures
that we look not only at the active substance, but also at all the products that contain that active
substance, as well as a consideration of all those potentially inert or formulant ingredients that
make up each of those products. We are quite confident that we are assessing whatever is being
put into the environment inside that product.

1-108-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Given the similarity in our processes, I would not have anything to add to
what my colleagues from Canada and Australia have offered.

1-109-0000

Michèle Rivasi (Greens). – Mr Chairman, I would like to go back to the question of the
transparency of the information.
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When you carry out an assessment of active substances for example, do independent experts
have access to the studies carried out by companies?

Do we have access to all the studies? Are they public or can the companies involved, in this
domain as in others, invoke business confidentiality?

You mentioned mitigation methods, so I am going to give you a specific example because your
assessment of risks for us Europeans has a lower level of protection.

Why is she absent? Because when you take mitigation measures with respect to farmers and
there is a school next door, where does the exposure to pupils come in?

As you can see, when a risk assessment is made, populations who are not in the fields can be
exposed to much higher levels. Do you, for example, take specific measures in this respect?

Finally, are MRLs (Maximum Residue Limits), the same for all pesticides or are there lower
and higher MRLs depending on which pesticides are analysed?

1-110-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– My organisation is the independent assessor of the scientific information that’s being provided
to support an application. That’s our job. That’s what we’re tasked to do by the Australian
Parliament and the Australian people, and that’s what we do.

In regard to transparency, we publish all summaries of the applications when they are submitted.
We include details of the studies that have been submitted in support of that application, and
we also publish summaries of the decision that we’ve gone through. Therefore, we believe that
the transparency provisions provided for us under our legislation meet what we need to do. We
also have public consultation steps in that application process.

In regard to MRLs, MRLs are product-specific. MRLs will differ depending on what the
product is, and we would apply the appropriate MRL to protect health and safety, particularly
human health and safety.

1-111-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
Thank you for the questions, I think there are actually three questions potentially here. In terms
of transparency, as I indicated in my opening remarks, in Canada we publish for public
consultation the outcomes of our risk assessments, the outcomes of our risk management
proposals and we also publish the final decision, our final regulatory decision, and indicate in
that document how we took into account all the comments or any new data or information that
we received and how that has resulted in a final regulatory decision.

As well, the Canadian public, under our current legal framework, has access to all the test data
that was used to support a decision at the point of the decision, so they can come to our location
in Ottawa and, provided they sign certain kinds of documents – you know, so they don’t intend
to use it for a commercial purpose for example – they can sit down and they can see all the data
that we used to make a decision with.

As far as mitigation goes, in our risk assessment process we do consider all types of exposure,
whether the exposure is to workers, to the applicators; we consider bystanders, including people
who might be working in the area; we even include considerations under certain substances
used in urban environments, whether or not there might be substantive amounts of pesticide
residues in dust or in dirt that might result in exposure to humans. So that is all factored into
our risk assessment. So we really very much look at the exposure to everyone.
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As far as MRLs go, as my colleague in Australia has indicated, MRLs are set based on, for
every specific pesticide, active ingredient and every crop that that active ingredient is used on.
So as a result, in Canada for example, I think we have somewhere in the neighbourhood of
15 000 MRLs.

1-112-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – From the US perspective, as I mentioned in my opening remarks, our
registration and re-evaluation processes have a number of steps for transparency. We publish
our risk assessments on the re-evaluation for public comment, as well as for all new active
ingredients. We also provide summaries, we call them data evaluation records, for every study
that we have evaluated and considered as part of that risk assessment.

There are procedures in place for members of the public to obtain access to the individual
studies under certain circumstances that are prescribed in our statute given to us by our
Congress, and provided people can satisfy those criteria those studies can be made available to
them.

In terms of mitigation, as my colleague from Canada mentioned, we look at a wide variety of
potential avenues for exposure as part of our assessments. We will look at what the potential
exposures will be to the people that are applying the products, we will look at the potential
exposures to people who may come into contact with those products subsequent to its exposure.

So for example, to the extent to which there might be spray drift and then somebody might
come into contact with the substance subsequent to its deposition post-spray drift, we will take
that information into account in the risk assessment, and any other areas where there is the
potential for exposure, including through drinking water and groundwater.

In fact, as part of evaluating the safety of the maximum residue limits we are statutorily required
not only to look at what the dietary exposures might be from consuming the food that may have
those residues, but we also look at an aggregate exposure profile taking into account both the
dietary exposures from the food, dietary exposures from residues that might be in drinking
water, as well as non-occupational exposures, including through, for example, if a lawn was
treated, what might those exposures be to the person. So we look at a wide variety of exposure
pathways in determining acceptable levels of risk.
The only thing that I would add to what my colleague said in terms of the maximum residue
limits is that similarly they are not the same for every compound. Those limits are informed by
application-specific, crop-specific, controlled residue studies, to maximise what the potential
residues might be on the food, so that we are getting what is the highest residue that might occur
as a result of the legal pesticide application.

So not every MRL, I guess is what I was trying to say, is created equal. The same methodology
as used by each level is going to be different based upon the data that are available for that
substance and for that use pattern.

1-113-0000

Pilar Ayuso (PPE). – Thank you very much, Mr Chair. I wasn’t going to take the floor, but I
would like to thank our three guests most sincerely for coming here to talk to us about the
authorisation procedures for pesticides in their countries. I would also like to apologise to them,
because they came here to talk to us about one thing and we have given them the third degree
with this glyphosate business.

But the problem is not glyphosate. The problem is that Monsanto has placed glyphosate on the
market. And Monsanto has placed GMOs on the market, a fact that people of certain political
ideologies cannot accept. Furthermore, at the request of the United States army, the Vietnamese
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forest was sprayed with Roundup from planes to eliminate forest cover and find the North
Vietnamese communist army. That is the problem with glyphosate. Full stop.

Because there were not loads of scientific reports; of which there are a great many, of course.
Scientific reports, depending on the materials and methods used, never give the same results.

But there are many more scientific reports which say that glyphosate, at the doses used and with
the methods used, can be used and is not carcinogenic. In my opinion, all the published scientific
reports are far more relevant than the verdict of a court in California, which, at the end of the
day, may or may not be based on scientific fact.

The important thing about glyphosate is the dose used, how it is used, the active ingredient,
etcetera, etcetera, etcetera. I won’t go on.

And of course, there is no such thing as zero risk. All medicines have adverse effects and we
take them all the same. And when people go for operations they have to sign a consent form
explaining that all kinds of things could happen to them. Here we want glyphosate to be... I
know it isn’t holy water, or even distilled water.

My question is: with all the scientific reports available – and there are very many, because I
don’t think there are more published on any other pesticide than on glyphosate, as a result of
all this – would you ban glyphosate at the doses used or not?

1-114-0000

Chair. – Do you have a question Mrs Ayuso?

1-115-0000

Pilar Ayuso (PPE). – Yes, yes, the question is: taking into account the available scientific
reports, the doses at which glyphosate is used, the products containing glyphosate, would you
ban it or not?

Because, yes, maybe France, a rich country, can afford the luxury of banning glyphosate, but
India or Africa obviously cannot.

1-116-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– As I think I have stated a number of times here, on the balance of the current scientific
information, we would see no need to place glyphosate under review in Australia.

1-117-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. –
Likewise, based on the currently available evidence, we have made a decision that glyphosate,
under very restricted conditions, does not pose an unacceptable risk to human health or the
environment. Our process would also require us to re-evaluate all active substances on a cyclical
basis, but our framework also requires us to take another look at a substance should there be
substantial information that comes to light that would suggest that the human health or
environmental risks are not acceptable. So should the scientific evidence in the future be such
as to cause us concern, we would re-evaluate glyphosate at that time.

1-118-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – In the US, as I’ve mentioned a few times, we are still in the re-evaluation
process. The public comment period on our draft human health and ecological risk assessments
have closed recently. Our draft human health risk assessment concluded that there were no
significant human health risks of concern, but our next step in our process is to consider the
feedback that we have received from the public in response to our draft risk assessment, revise
that assessment where needed, and then proceed to propose risk mitigation.
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1-119-0000

Chair. – Mrs Ayuso, a small remark on what you have said. The strength of democracy is
nourished by the extent of our differences. I believe that we must listen to each other and respect
each other in our differing opinions. This is the basis on which majorities are arrived at and
democracy functions.

I therefore invite you to come with us to Lyon from 17 to 19 September because we are going
to meet with the representatives of the International Agency for Research on Cancer, which is
a WHO agency and which has stated – and this is of course one of the sources of the dispute –
that glyphosate is potentially carcinogenic. We have been between these two stools since the
beginning.

I hear what Mr Parker says. - In effect, the criteria are of importance. When we speak about
safety, and human health is one of the factors and effectiveness is also involved, as we saw on
our last visit, where does the effectiveness of pest control for a plant come in in terms of leading
to other disorders? It isn’t easy to respond to the question because we follow a systemic
approach and that is where your work comes in, without forgetting the third aspect, the
economic aspect.

The question I wanted to add to Mrs Ayuso’s question is: as an agency do you find yourselves
in the position of advising your departments to apply the precautionary principle when there
are doubts about one molecule or another? Not everything is black and white. Sometimes there
are persistent uncertainties and the principle is one that is given much credence at European
level and is one that, from our point of view, has not been applied, which is another question
with legal ramifications. But, does this principle prevail in your work in your respective
countries?

1-120-0000

Pilar Ayuso (PPE). – I understand perfectly that there are certain opinions, but the truth is that
there are a series of ideological prejudices surrounding glyphosate for the reasons I have
explained: there are loads of studies on glyphosate; there is only one, from that cancer agency,
claiming it poses a risk, but I would like to remind you that another WHO agency, which deals
with pesticides, says it does not, as do many more studies. So it’s one against many. And there
is no such thing as zero risk.
But of course here we have launched an attack on glyphosate based not on science, but on
ideology, and we cannot subject agriculture to this kind of dictatorship for ideological reasons
alone. That’s all.

And, incidentally, look, I have worked in farming research for 20 years, I have used many
pesticides, and, as you can see, nothing has happened to me. And I have used a lot of them.

1-121-0000

Chair. – With respect to the precautionary principle, do you wish briefly to provide any
elements of response Mr Aucoin?

1-122-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– As I understand the precautionary principle, we do not apply the precautionary principle.
What we apply is a risk-based regulatory system, which relies on assessing the hazard and then
looking at the risk mitigation factors that would address that hazard to make any product safe.

1-123-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – Mr
Chair, in terms of the precautionary principle, the approach that is inherent in our legislative
framework is that we take a precautionary approach. Our whole risk assessment process is in
fact based on introducing and making sure we implement a huge margin of safety between any
possible effects there could be between what we are seeing as a possible effect – for example
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in an animal study – and any potential for effect on humans or the environment. Inherent in our
process is adding in a large margin of safety between those two possible outcomes.

Also, in our legislation there is a very specific requirement to ensure that we take into special
consideration the potential for sensitive populations, for example, pregnant women and
children. It is very specifically mentioned in our legislation that we need to introduce safety
factors to make sure that we have considered those populations. I would say our use of the
precautionary approach is very inherent in our risk assessment.

1-124-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – Risk assessment in the US relies upon a high degree of conservatism in
the assessments. We are looking at conservative levels of estimated exposure from the
maximum allowable legal use of the product when used in accordance with the label.

Similarly, as my colleague from Canada mentioned, we also add additional safety factors into
the assessment when extrapolating from the animal studies to estimate potential risks in people.
In addition, under US law we are directed to include an additional safety factor, beyond the
traditional safety factors, specifically when looking at the potential for exposures of pesticides
in infants, children and other sensitive subpopulations. There is a large degree of margin of
safety added into the assessment when determining whether or not something meets US safety
standards.

1-125-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– Just to clarify my answer, my answer to you was about the use of the precautionary principle.
Like my colleagues from the US and Canada, we take a precautious approach to the hazards
that exist, but we give the ultimate answer in a risk-based manner using our risk assessments.
So just so we are clear, it is not as though we don’t recognise the hazards to individuals, whether
they be individual groups, just like the US or whatever, but it’s your use of the term
‘precautionary principle’ which I was attempting to address in the first answer.
1-126-0000

Anja Hazekamp (GUE/NGL). – Thank you, Chair. I have a question of a slightly different
nature. In the book Whitewash by Carey Gillam, we read that EFSA representatives appeared
uninvited at a hearing of an EPA scientific panel on glyphosate. They were clearly calling for
authorisation there. This was confirmed by an EPA representative who was invited to one of
the first hearings here.

I should like to know from these people if it is customary for representatives of bodies and
authorities to appear at the meetings of bodies in other countries, and to promote a certain
product there or declare that it is safe. I am just curious to know if that is indeed standard
practice.

1-127-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
–I am not sure I quite understand the premise of the question. Suffice to say that in Australia,
as the regulator, I would welcome all scientific collaboration with my international colleagues.

But it does not go to a decision-making process because the decision-making is the
responsibility of the regulator in each of our jurisdictions, each of our countries.

But I would encourage, as we have, I think, all of us encouraged, that collaboration between
scientists from a range of organisations is a useful and valuable thing to do and I would not
want to see that disappear. I think that is an important thing that I am looking to promote with
my fellow regulators from around the world and I think it is a really important part, particularly
when we are looking at the re-evaluation of chemicals that are already on the market.
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1-128-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – I
would agree with my colleague that it is essential that scientists both feel they can approach
other scientific colleagues to have a very learned kind of discussion about various aspects of a
risk assessment. This is, in my experience, certainly not in the context of advocating for an
approval or advocating for a non-approval; it is really much about the science and as my
colleague indicated, the decisions that regulators make are very much independent.

We are always very open to hear from other scientists around the world in terms of what they
are seeing, for example, with their assessments. Sometimes individual regulators around the
world are even looking at studies that other regulators may not even be aware of, given the
extensive nature of scientific research around the world, so we very much occur that interaction
between our scientists. It does not influence our decision-making but it does influence our
science and our understanding of the science.

As an example, you know the question mentions EFSA. They have got a highly respected, high
level of expertise, a highly respected group of scientists that we absolutely consult with and talk
to regularly.

1-129-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – I would agree that collaboration across the science groups within our
different regulatory parties is not only critical, but it is vital to ensure that we bring the best
science into our domestic regulatory decision-making programmes. Just as an example: the US
and Canada for over 25 years now have been jointly evaluating a large number of new active
ingredients and have worked together on a number of re-evaluations together. That cooperation
and commitment has only enhanced the process. In the end, however, while we may look at the
same science, we do have domestic statutes that we have to consider those risk assessments
under, and so the outcomes may be different, but in large part, our science is the same.

1-130-0000

Anja Hazekamp (GUE/NGL). – Thank you for your answer. A simple yes or no will do. Did
you also invite scientists from IARC after their conclusion that glyphosate was probably
carcinogenic?

1-131-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – So I’m a bit confused. I know you asked for yes or no, but I’m a bit
confused by the question. Our meetings of our external peer review body are public meetings,
and specific individuals are invited to sit on the panels, but anybody from the public can attend
and make comments during the public session of those scientific advisory panel meetings.

1-132-0000

Maria Noichl (S&D). – I just don’t want my colleague from the PPE’s claims to go
unchallenged. It’s simply untrue if you’re saying that there is only a single study which views
glyphosate very, very critically. It’s simply untrue, and I think that we in the European
Parliament are used to the idea that we don’t tell lies here.
1-133-0000

Pilar Ayuso (PPE). – Well, regarding that point, the only study presented was the IFR study.

But, regarding the EFSA – I am the EFSA contact person, for seven years now I have acted as
a link between the Parliament and the EFSA – let me tell you that the scientific panels are
composed of scientists from all countries, who are independent, with a solid career background,
specialists. These scientific panels include only scientists. They are selected by the
Commission, and I have played a role in the selection of many scientists. The EFSA does not
meet with petitioners, which is something the EMA and ECHA do, and we have to take that
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into account as well. If the petitioners criticise the EFSA, is it precisely because there is no
contact between them.

1-134-0000

Anthea McIntyre (ECR). – I just want to say how very refreshing it is to hear that three very
important and substantial countries base their decisions on scientific evidence and an
assessment of risk. In the EU, very sadly, we have got ourselves completely hung up on the
precautionary principle, and it bears no relation to common sense. If we extended the
precautionary principle to all the other aspects of our lives, we would never build anything other
than bungalows, because staircases can be a hazard. You can fall down them. If you are really
applying the precautionary principle to building standards, as I say, you would only ever have
bungalows.

But – in this committee particularly, but in the EU – we insist on regulating everything on the
basis of the precautionary principle, hence the great desire among some colleagues to ban
glyphosate and ban all chemicals. I know from discussions with colleagues that there are people
who would ban chemicals, whether they are safe or not, just on the grounds that they are
chemicals.

Since I don’t have very many opportunities to ask questions to such sensible and valued
representatives, the question I would like to ask is this: In your own countries, do you see ways
in which you would like to change or improve the processes you use to authorise chemicals,
such as those we are talking about?

1-135-0000

Chris Parker, Managing Director, Australian Pesticides and Veterinary Medicines Authority.
– It is a challenging question for me to answer because I operate under a set of legislation that
is provided by the Parliament through the Department of Agriculture. I do my duty in
accordance with that legislation, but I would note that currently before the Australian
Parliament there are some changes to the legislation, some of which will improve some of our
processes. But these are obviously yet to be passed by the Australian Parliament.

As I said in my opening statement, we recognise that the world is changing and that there are
new technologies out there. We need to be an adaptive and flexible regulator to be able to
accommodate the new technologies and the changing environment that is out there. Therefore,
we are constantly looking to improve at the regulation that we do, but all based on that risk-
and science-based approach.

1-136-0000

Richard Aucoin, Executive Director, Canadian Pest Management Regulatory Agency. – In
Canada, we too are always open to changes in business practices and making sure we have an
efficient process. We always want to make sure that we are looking forward to as much
transparency as possible. We always know that there is more work that we can do in the area
of transparency.

Of course, we are always going to continue to use the best science available. One area that we
could improve a lot on is our risk communication. A lot of the discussion around hazards versus
risks and the precautionary principle would perhaps benefit from much clearer risk
communication with our respective publics.

1-137-0000

Richard Keigwin, Director, Pesticide Re-evaluation Division, American Environmental
Protection Agency. – I agree with the comments from my colleagues. What I would add is that
we constantly strive to improve our process. Not only is it something that we are statutorily
required to examine, but it is something that we encourage our own staff to explore. We also
routinely invite feedback from the public on how we can continue to improve the process that
we utilise to make the decisions that we make.
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1-138-0000

Chair. – I cannot see any other requests to speak, I just want to say to Mrs McIntyre that I am
very reassured by her remarks, which clearly demonstrate and explain why you are in the ECR
and I am a social-democrat. At the end of the day, that is the beauty of democracy. Things are
quite clear. This is the subject of the debate that we are all taking part in and it is true that, on
the subject of the approach to risk taking, we can see that, if a comparison had to be made, the
question that has been raised and remains relevant with respect to the precautionary principle
is indeed the question you have all asked, namely that of the level of unacceptable risk. The
question lies in the level of unacceptability or acceptability of risk and, there, we are in the
realm of data and values. This doesn’t call for questions or answers but just a level of deeper
questioning that, as legislators, calls for us to be clear that there is a scientific and technical
aspect and then that there is also a political one. In terms of the balance that you have, I repeat,
illustrated so well, Mr Parker, between levels of safety and effectiveness and economic factors,
it is up to us as political decision-makers to define where it should lie. This calls for our attention
in terms of a model. We have to find a balance between this issue which we are discussing and
the issue of the agricultural model. That is our task. It truly is an issue on which the role of
scientists and experts lies on one side and the role of politicians on the other. One must feed the
other in order to define visions for the development of our territories as a whole.

I would also like to draw the attention of those still at the hearing to what you said about working
together. Since the beginning of our work, we have heard a good number of agencies, mostly
European ones – and this is the first time that we have heard OECD agencies, as we have today,
and we can well see that there is a difference in approach. Although the desire is the same, when
we look at the approach in comparison to the large multinationals who have concentrated the
power of industry research in their own hands – and as time goes by it is becoming ever more
concentrated because today, without wanting to be pejorative, we have three big monsters in
front of us who control the world of research – public research is, all in all, rather dispersed and
this is something we can see at a European level. There are four agencies at European level.
Each state also has its own agency and when we look at things in detail we can see that each
has, no doubt, quite different working methods and procedures. We can see that between the
EFSA, for example, mentioned by Mrs Ayuso, and the IARC, approaches and working methods
are not the same. When we look at each national agency, there are, in the end, as many
approaches as there are agencies. I believe that, no doubt at EU level and certainly beyond that
we would gain a great deal, as you put it so well, from working in synergy – I am speaking for
the general public – or by pooling our work, to provide the political executive that we are with
elements that would improve things in terms of unacceptability of risk. We will move forward
because there is no absolute truth, as with the precautionary principle, to guarantee, as far as we
are concerned, the 500 million EU citizens that the food they eat, the air they breathe and the
water they drink will not, in the future, contain any molecules that can damage their health.
Because when it comes down to it, that is what concerns us collectively. Each of us may well
have his or her role to play and look to improve the situation while respecting a certain hierarchy
of standards but this depends on where standards are set and our actions and work as a whole.

In any case I would like to thank you. We knew that in choosing the three of you, there would
be few differences in approach. Naturally this led to some discussion at the beginning of the
session but, at the same time, it is very worthwhile and interesting to see how you operate,
employing methodologies that are, at the end of the day, different to those that can be seen at
work within EU agencies.

Thank you for your presence and replies and for playing the game and participating in our work
as far as possible. Thank you also for your prompt replies to the written questions that were sent
to you. The questions and answers from the United States will also be put on the website as
soon as possible after this session.
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Thanks to everyone. I see that there are no further questions. Once again thanks for your
presence and for these fruitful exchanges that I hope will further contribute to the report that
will soon be available. I call on Bart Staes and Norbert Lins for their efficiency. Thanks to
everyone for staying to the end of our work.

(The meeting closed at 4.52 p.m.)
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1-002-0000

IN THE CHAIR: ERIC ANDRIEU
Chair of the Special Committee on the Union’s authorisation procedure

for pesticides

The meeting opened at 14.10.

1-003-0000

The Chair. – I suggest that you sit down so that we can start our work. Could Ms Hazekamp
sit back down so that we can start please?

Thank you for attending this meeting of our committee. Things are going to get serious as,
following our visit to Lyon from 17-19 September, mainly in order to meet with the IARC, the
report will be quickly made available to us (for which I call upon our two co-rapporteurs, Mr
Lins and Mr Staes) and I hope that, without saying anything about the content (I am sure that
the content of the initial draft will be excellent), we will keep to the timetable and vote as
planned, on 6 December this year, with our usual ambition, on the content of the work which
we must collectively put forward.

I propose that we start the session by adopting the agenda, as we have not received any proposed
amendments. The agenda is therefore adopted. Thank you.

I would also like to make the following points about how this meeting will be transmitted: our
work is being interpreted into 16 languages (I will not list them for you). As usual, the
documents for the meeting are available via the e-meeting app and the meeting will be live-
streamed. I would like to take some of this speaking time to welcome some of the members of
the European and Mediterranean Beekeeping Union, who will help with our work. I should like
to thank them for that. This is a new union, but one which addresses beekeeping challenges in
the Union. It was formed thanks to the determination of French beekeepers and an ambition to
identify these issues at Community level. I want us to remember holding a working meeting
with them. I would like to thank them and think that we should applaud them for their work on
challenges relating to pollinators and the disappearance of pollinators at European level. Thank
you for your work and for attending.

I always like to use this speaking time to draw attention to people and thank them. First of all,
I would like to point out that we have Mr Michael Baum, the lawyer of Mr Dewayne Johnson,
the farmer who sued the company Monsanto, here with us today. For this reason, I would like
to thank the Green Group for their initiative in organising a discussion session to complement
our work, which took place yesterday. As you know, many issues were discussed, and it was
therefore interesting for people who were able to take part. Mr Baum told us about a number of
key aspects of the trial; therefore, at the end of the session, I propose giving him the floor for a
short time, for the benefit of anyone who would be interested and in order to supplement our
work, as part of our constant aim of providing our reporters with more information for their
initial reporting work, should we have the time. This will only happen at the end of our work,
once our thorough discussions have finished. Thank you, Mr Baum, for attending and for your
offer to provide us with additional information to help us succeed in our collective work.

Having said this, I would firstly like to remind you (as some of you know, however) that this
latest hearing sets out to hear from some NGOs and organisations in order to deepen knowledge
for our work. I would like to thank them in particular, as the session will last until 18:00, over
two main panels. The first includes Mr Jeroen van der Sluijs (I am not sure about the
pronunciation; sorry, being from the Mediterranean is causing me a problem here), who is a
professor at the University of Bergen in Norway and Utrecht University in the Netherlands, and
will be the first to speak. Ms Simón-Delso is likewise on the first panel and I would also like to
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thank her for attending. She has often been called upon in recent times, but it bodes well, if I
may say so. She is a senior scientist at the Belgian Beekeeping Centre for Research and
Information (CARI). Finally, we have Mr Ettore Capri, who is a professor at the European
Observatory on Sustainable Agriculture (OPERA) at the Catholic University of the Sacred
Heart in Piacenza, Italy, whom I would also like to thank for attending. These speakers will
give presentations one after another on the first panel.

I would like to take this opportunity to thank and welcome members of the second panel. Firstly
there is Ms Franziska Achterberg (sorry for mispronouncing her name), who is a food expert at
Greenpeace Europe and has done a lot of work on this issue. I would like to take this opportunity
to thank them for their written communication in response to the many questions asked by
members. I would also like to thank Mr Martin Pigeon for attending. He is a researcher and
campaigner at the Corporate Europe Observatory. He will give his presentation in English and
told me that he will answer questions in English and French when they are asked in French. I
would also like to thank Mr John Chinn, farmer and Chairman of the Management Board of
Crop Health and Protection, who is also attending. Thank you for coming.

As you know, the method has not changed, but I will remind you of it each time. Therefore, the
principle is as follows: each speaker will have ten minutes. I will ask the first three speakers on
the first panel to give their presentations one after another and after the first three speeches, the
floor will be opened to the Members here in the traditional order (you are used to it now), which
is the two co-rapporteurs, Mr Lins and Mr Staes, going first, followed by the shadow
rapporteurs of the groups (I’m not going to list them now) and then the coordinators. The
principle remains the same. The rules are one minute for questions, two minutes for answers
and 30 seconds for an additional question if the member is not satisfied with the answer. I will
ask members to follow these rules strictly and try, as far as possible, to direct their question at
one of the speakers, so that we can manage the time (because it is going to be a long session
today) and so that each person can speak properly.

Thank you for your attention. In the knowledge that today’s session is going to last until 18:00,
we have this time to try not to ignore anything relating to this issue. I hope that our work will
enrich the work of the co-rapporteurs and enable them to draft a high-quality report (which
undoubtedly they will) on what we will be discussing very soon.

Without any further delay, I would like to give the floor to Mr Jeroen van der Sluijs for 10
minutes. Thank you for speaking.

Panel 1: Environmental impact of pesticides and mitigation
measures taken at Member State level

1-004-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – Chair, I will
talk about the unintended consequences of a new technology in agriculture: the so-called
systemic pesticides. This caused a revolution in the early 1990s in pest control by shifting
curative control, where you act when there is a plague, to preventive control, where you put a
coating on the seeds of all the plants to prevent a possible outbreak of plague, even if there
would not be a plague if it was not treated. Because of this revolution, it became very common
to use these pesticides, and now 40% of the world insecticide market is neonicotinoid systemic
insecticide. So it’s the biggest share in the market of insecticides worldwide.

This is problematic because these substances are highly persistent, highly eco-toxic. They are
generic and attack all insects, not only the plague, and they are used prophylactically before
there is evidence of a plague, just in case there might be a plague.
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It is these insecticides which are involved in what is now referred to as ‘Insectageddon’, which
is the collapse that we see over the past three decades in insect populations worldwide. Recently
there was a study that found that more than 75% of the insect biomass in protected nature areas
in Germany had disappeared in just 27 years.  Earlier, in 2011, there was a study in the US
showing that four previously common bumble bee species had disappeared from the whole
North American continent in just 20 years, and only 4% of the original population was left, so
96% of these common bumblebees had disappeared from the whole North American continent.
And for instance, the situation in the Netherlands is that half of the native bee species – 181 out
of the 358 native bee species in the Netherlands – is on the Red List and at risk of extinction.
So this is referred to as Insectageddon. It’s not only the insecticides, but it’s the whole way in
which we do farming, with all the impacts on nature, that together produce this type of dramatic
decline in insects.

But a major factor in this are the neonicotinoids, and here we see the different chemical
formulas. Before the ban there were more than 200 products in Europe with one of the three
most problematic neonicotinoids – imidacloprid, thiamethoxam and clothianidin – in a
thousand allowed applications. These pesticides are put on the seed, for instance, and then the
plant takes them up in the plant sap and they make the plant toxic from the inside. It means that
the residues end up in pollen and nectar and expose bees and all the rest.

The Regulation is such that its application is evaluated individually, so instead of looking at
what happens to the environment if we allow it in a thousand applications, they look at what
happens if we allow it in one application, assuming that no other applications exist. Then a
decision, yes or no, is made, and if it’s yes, you can use it on that crop without any limitation,
and the same for the thousand other applications. So no one had ever looked at what happens if
you apply it to a thousand rather than one.

So we were the first with the Worldwide Integrated Assessment on systemic pesticides to look
at what happens if you bring this amount of toxic chemicals into the environment and what
impact that has on all the species – not only bees, but everything. In 2014 we published the first
Worldwide Integrated Assessment of these systemic pesticides, reviewing more than a thousand
published literature sources, including industry studies and academic studies, and we published
in eight different peer-reviewed scientific papers that together form this first Worldwide
Integrated Assessment, with an update last year – and this year with three more papers – adding
another 700 peer-reviewed publications that we synthesised to find out what the state of impact
now is. In this infogram you can see for different groups of species what type of effects there
are, what type of impacts, and we can see whether they get exposure through soil, water, through
plants or through the air. We can see in the third row whether the effects are on an individual
level or whether there is also evidence of population level effect or even Community level
effects, but ultimately impacts on ecosystem processes and surfaces which you see in the final
row, and then we see that for insect pollinators there is evidence that the pollination surface on
the community level is impacted by the large-scale use of chemicals. The same for aquatic
invertebrates and many of the flying insects on which birds, etc. feed: they start their life in the
water, so the pollution of water has a large impact on the abundance of flying insects and thus
on bird populations. We see also some evidence on other groups – direct effects on birds, fish
and terrestrial invertebrates, but not so much yet on the community level.
This is just an example of the extent of the surface water pollution in the Netherlands, and the
red dots on its map are cases where more than five times the protection norm for water for
aquatic organisms is exceeded – more than five, and in many cases, much more than five: up to
25 000 times the legal standard for protection of aquatic organisms. So it started in 2004, the
situation got worse in 2005-2006-2007, etc. It went on all the way to this year, and we still have
massive exceedance of the surface water standard. And this is logical, because it is a water-
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soluble chemical, of which only 1.6 to 20% goes into the plant, and the rest of the toxin goes
into the soil and the water. So 80% to 98% leaches directly to soil and water.

This has tremendous impacts on aquatic ecosystems, and in the Netherlands, we found that in
half of the almost 10 000 samples where this was measured over a long time period of many
years, the norm was exceeded, and if we compare this with the samples where the norm was
not exceeded, we observe a 70% drop in abundance of insects in the water – of macro-fauna,
mainly insect larvae – in the rest. And there was no feedback on the authorisations; nothing
happened to stop that pollution, so there is no feedback when we see that in reality the
assumptions are not met from the regulatory decisions.

Here’s another study showing that this same pollution in the surface water strongly correlates
to the decline in insectivorous birds, and this geographical pattern can only be explained by the
pattern of neonicotinoids – a geographical pattern did not exist prior to the introduction of
neonicotinoids.  So this is strong evidence that the decline in insectivorous birds is directly
related to this drop in insect prey.

Then we see big problems with the independence of the science. Following the strategies
developed by the tobacco industry, we see exactly the same strategies, and we see it also in the
Monsanto files. But we have many cases from other agro-chemicals industries where they fund
research supporting the chemicals, where they create all kinds of so-called red herrings to
distract the research from the more problematic insecticides, hiding the industry role in the
research, suppressing inconvenient truths, discrediting and silencing the messengers of
unwelcome knowledge; they change scientific standards, etc.

Here is an example in The New York Times that all of you should read, because it shows how
subtly it goes. It is about James Creswell, who thought he could do independent research with
Syngenta funding, but then, when his results were not welcome to Syngenta and they found no
role for the Varroa mite, Syngenta started putting pressure on him to change the set-up of the
experiments so that Varroa could be the one that could be blamed for the losses, and not the
insecticides.

We see conflicts of interest in the panels, we see conflict of interest even in the IPBES. And
there is another major mismatch. The chronic toxicity test in the regulatory framework looks
for 10 days of exposure and then, if the bee survived 10 days of exposure, that concentration is
considered safe. But what happens if we go at a lower concentration? You will see that if we
drop the concentration by a factor of 10, it is not a few hours but 14 days until the bees die, in
this case bumblebees. If we go 100 times lower, it is 28 days, so it still has an effect. If we go
1 000 times below the lethal dose, then it just takes 50 days. So you see, the 10-day test does
not protect, because the exposure does not stop after 14 days, because there are 999 other
applications that flower at another time of the year, and we find year-round exposure and not a
pulse exposure. So there is a major flaw in this type of regulatory tests, and the assumptions are
not realistic.

That means we have a problem, and this problem is global in nature. For instance, the
insectivorous birds do not respect national borders but need insect prey everywhere, so we need
to address this problem at global level. That is why in one of my more policy-oriented papers
we presented the idea that we need a global treaty to protect pollinators worldwide – this is a
global challenge, so it needs a global mechanism, just like the climate problem and other
problems. It needs to focus on creation and restoration of floral and nesting resources, the global
phase-out of the prophylactic use of neonicotinoids and fipronil and all the other pre-emptive
strike types of pesticides that are not used curatively but prophylactically, because that is at
odds with IPM practice. There is also an urgent need to restore and maintain independence in
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the regulatory science. We need a treaty for global pollinator stewardship and pollinator
ecosystem restoration, and perhaps even broader, for the whole insect world.

I think I’ll stop here and hope I was in the time that was allocated to me.
1-005-0000

Noa Simón-Delso, Doctor, veterinary medicine and researcher at the Belgian Bee Keeping
Centre for Research and Information (CARI), Louvain la Neuve, Belgium. – Thank you very
much for inviting me and giving me the opportunity to present today. Actually, Jeroen has
already talked a little bit about bees, I’m going to be a little bit more divulgatif into my
presentation; I don’t go that much into the studies, but anyway, if you are interested in any of
the references, you just need to ask me.

First we need to consider what is the pesticide use in order to understand how the bees get in
contact with the pesticides. So we have very varied uses of pesticides – I guess when everybody
thinks about how a pesticide is applied, it is about spraying. You have two examples. But there
are many other ways, and as Jeroen was saying, with the coming into the market of these
products with specific characteristics, it made possible the treatment of seeds, so now a large
majority of the crops that we have in the market are treated. The seeds are treated and then put
in the soil. We can use in some areas the pesticides diluted into the irrigation water or treating
the roots or the buds of flowers, for instance, or we can even inject the pesticides directly into
the trunks of the plants. So of course, depending on these kinds of applications, we are going
to have different exposure that very often we don’t foresee.

There are some products that are persistent, so, for instance, whenever they are applying to the
market, they remain there, they are applied in the soil, for instance, they remain there for
months, they can leech into the waters, they can transfer into the soil to neighbouring fields.
And what we have observed, for instance, is a lot of problems in succeeding crops. So normally
a good farming practice is to use catch crops and cover crops to avoid erosion and to capture
the nutrients, and actually what we observe in the fields is that the plants mobilise the residues
that remain in the soil and make them again available to the bees. So for instance in October,
bees start collecting the pesticides that were used during the summer. This is a big issue, and of
course all the mobilisation of the residues to neighbouring plants, and we observed also in the
field that the bees, even though they collect pollen from white flowers, it is contaminated, and
we actually are very worried about also a good farming practice that is now very much
promoted, which is flowering strips, because there is a drift, and it is a reality, even with the
super best farming practices, that flowering strips get contaminated with the drift of pesticides,
and the bees can go there because they are done for the bees to go there.

So then, according to these exposures, this application we have, then we have different pesticide
exposure, so there is sometimes, when we have either a spray application or sometimes where
there is the seeding of treated seeds, the creation of a toxic cloud that moves, and then of course
if bees are on the way, they get exposed to the products. There is, specifically for systemic
products – and I would like to say that neonicotinoids, as Jeroen said, are not the only systemic
products that are on the market – there are many fungicide products made for the control of
fungi (mushrooms). They can also be systemic or also herbicides. So the plant – independently
of how they are applied, either as seed treatment (but they could also be applied as a spray) –
they are taken by the plant and go inside, and then the plants from time to time exudate, and
this water that is exudated is highly concentrated with residues, and the bees take these residues,
because the bees take all sorts of water that is invaluable in the environment, because the bees
need a lot of water to survive, like any other living being.

We could also have, as Jeroen also said, a lot of residues in water, and a lot of the residues end
up in the water with a huge mixture of all sorts of chemicals, and these we can also have in the
puddles that are created sometimes in the fields, and if we consider that there are residues that
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remain in the soil, they can get diluted into the puddles, and whatever animal that goes to drink
from these puddles will be exposed, and bees can do that.

We forget always that pesticides are used in public areas – gardens, courtyards, etc. – and we
also have bees in the cities and mainly we have a lot of people in the cities who are also exposed
to these products, and of course, something that has been said is when these products get
mobilised by the plants, either because they are systemic or if they have been a contact product
that apply, I mean that are not systemic, but they are applied while the flowering is there, the
bees go, they collect the nectar or the pollen that can be contaminated and they bring it back to
the colonies. So this is another form of exposure of bees to the pesticide.

Very often the beekeepers are the discoverers of new forms of exposure of pesticides, and then
they are the ones suffering the consequences, and there are big scandals for instance that
happened in the past, for instance on the dust from seedlings, and nobody could believe the
beekeepers when they say that they were having big losses of colonies at periods of the year
where there were no flowers. They were considered crazy, and the thing is that there was
contaminated dust going into the environment, and of course when the bees got in contact with
this dust that was charged with neonicotinoids, given the high toxicity of neonicotinoids, all the
bees and the colonies were dying. Luckily, with time we have discovered that it is a ready
source of exposure to pesticides.

Then I would like to say – and it is very important to know – that the pesticides are much more
mobile in the environment than we think, and the concept of crops that are not attractive to bees
doesn’t exist for bees in terms of specified exposure. As I mentioned, the products that are
systemic or persistent and that remain in the soil, we use them during cereals, and then
afterwards we plant something that is attractive to bees or the bees next to this field, the bees
can go to wild plants, these plants can actually suck the pesticides that were applied in the
cereals. So we shouldn’t think that, for instance, cereals – because the bees do not make barley-
honey, they are not exposed to the pesticides that are used on these crops. Because of this
mobility of the pesticides into the environment, we should put a lot of caution on the
multiplication of nutritional resources that are, for instance, favoured by the common
agricultural policy, because if we don’t take into consideration this mobility of pesticides into
the environment, we could turn something very positive (because actually these flowering strips
are very positive for pollinators) into insect traps. So whenever we multiply all these nutritional
resources in the environment, they need to go hand-in-hand with a reduction of any use of
pesticides.

So that was just for, let’s say, the pesticide exposure, and now I go to the toxicological parts. I
don’t know what the knowledge of the audience is. This is a very didactic slide. When we talk
about toxicity, what kind of toxicity can we have? Now, with the products that we have on the
market, for instance neonicotinoids or pyrethrinoids, we are talking about products with a
toxicity that goes into the nanograms of grams. So this is almost nothing – it is zero-zero – so
if the bees are exposed to just 100 of these nanograms, they can have a toxicity after one
exposure. This is called acute toxicity. If we prolong this exposure in time, we actually reduce,
so the bees do not need to be exposed to such a high concentration to die, and it is actually the
length of the exposure that makes the toxicity. If we reduce even further the exposure, we may
not kill the bees, but they will be affected with sub-lethal effects, like for instance, if we drink
just one glass of alcohol, we can get disoriented, we may not find our way back to the house;
for the bees it is exactly the same, and then, if we reduce the concentrations of exposure, maybe
we do not find any effects. Unfortunately, for instance, this is the case for imidacloprid. When
imidacloprid is one of the neonicotinoids, as any other insecticides that were put on the market
at that time – before 2014 – the chronic toxicity or the sub-lethal effects were never taken into
consideration for risk assessment.
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So the consequences for honey bees: what kind of effects have been described by literature?
We are in the lethal effects, so let’s say the bees are dead, so the acute toxicity of the products
that are now on the market is really high – even 100 000 times higher than DDT. It has a delayed
toxicity, which actually means that the bees get exposed in March and they die in July because
of this exposure, so of course there is no way that we can make a cause-effect link to the
exposure to this pesticide. The chronic toxicity has been described at even lower doses than the
acute toxicity, and something that is very important to understand is the typical dose/effect
relationship. So being exposed to a pesticide that we have nowadays on the market – being
exposed to very lethal concentrations – does not mean that the bees are safe, because even at
extremely diluted concentrations, they die.

We have observed also a lot of sub-lethal effects, and the most studied species is the honey bee
species, so we have plenty of studies showing sub-lethal effects and interactions with pathogens
and with other pesticides like fungicides or herbicides, and the same thing that we have
observed for honey bees we have observed as well for wild bees.

I would just like to say that the bees are actually a very good indicator of everything that is in
the environment, and it tells us where there is a problem and where we should make all the
efforts to understand what is going on, and the pesticides are much more mobile in the
environment than we think, and they have unexpected effects.

I have included some recommendations, because this committee is going to give
recommendations for legal purposes, so I have included some for risk assessment and risk
management. But you can read them into the questions that have been submitted to the
committee, so I hope that you use them wisely.

1-006-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor, Catholic University of the Sacred Heart, Piacenza. – Thank you very much. I will
switch to Italian because when there is a free interpreting service I would like to speak in my
mother tongue.

– I will speak in Italian.

My presentation is about the methods that can currently be adopted in order to reduce
environmental risks in various scenarios, especially agricultural ones.

I’d like to thank the organisers of this meeting, especially because the material provided has
been very useful as a basis for reflecting, including on a personal level, on this topic.

I’m going to try to give you a few snapshots of risk mitigation within the framework. So I’ll
discuss the general regulatory framework, the tools and rationale behind using these
technologies and techniques, and I’ll give a few examples from European countries, and then
I’ll quickly move on to the conclusions.

When we talk about risk mitigation, we are first of all talking within the context of risk
management. Currently there has been more and more talk about risk mitigation, especially
because risk assessment issues are becoming more and more complex; what my colleagues have
stated earlier clearly highlights this already, but there are many in-depth arguments in favour
of the obligation to mitigate exposure to toxicity, and thus risk in general, as much as possible
during use.

Risk mitigation also becomes a duty, though, because today it accompanies registration, that is,
the authorisation process for plant protection products, and it becomes just as essential, if not

Page 199 of 237



more so, in the subsequent usage phase I was talking about, which is instead regulated by the
Sustainable Use Directive.

All over Europe, there are discussions about integrated pest management and improving food
quality; today we are discussing food certifications and food in terms of sustainability and
sustainable development goals, where risk mitigation is just as much a required procedure.

However, it is clear that, in what can be called a general framework, risk mitigation is just as
critical because when it comes to using plant protection products, on the back of thirty years of
continuous studies and investments in our Union, we must seek to reduce usage as much as
possible and make them as safe as possible in all aspects, both environmental and
ecotoxicological.

If we, just as an exercise, take a very quick look, for example, I have here a stock of 290 active
substances that are now already regulated, you realise that risk mitigation, as shown in this
table, is practically a method that becomes essential, especially in some aspects related to the
exposure of workers and consumers, water protection and, clearly, the organisms we mentioned
earlier.

In this respect, because risk mitigation is based on tools that have been developed, tools that
have a scientific basis and therefore a rationale connected with EU research investments, four
or five years ago, a major project involving over 90 researchers began; it was sponsored by the
Society of Environmental Toxicology and Chemistry (SETAC), the leading institution that
works on ecotoxicological and environmental aspects, and it was dubbed MAgPIE.

In this project, we developed a real ‘toolbox’ containing all the tools currently available that
can be applied in practice to support, first of all, the Member States in their efforts to implement
and thus disseminate and spread mitigation practices as much as possible, contribute to progress
in these practices, also at local level (given that farmers are directly involved, especially
agricultural business owners, who are the key ‘risk managers’ of plant protection products) and
therefore increasingly consider enhancing these practices. This falls within the framework of
authorisation and sustainable use, and all 28 EU Member States were involved in establishing
practical recommendations.

We talk about risk mitigation in a wide variety of scenarios. We talk about risk mitigation in
the fields -- with the ‘in-field assessment’, but we also talk about the ‘off-field assessment’,
which means in relation to all environmental issues, because the principle of risk mitigation
goes beyond field assessments, beyond the scale we use for the plant protection product
authorisation process, extending to a ‘landscape’ scale.

We gathered everything that was available, we ranked according to practicality, feasibility and,
even in terms of socioeconomic analysis, and came up with an initial shortlist of usable
practices. This is a flowchart of how we worked and what we did to produce this document of
over 300 pages, which can be downloaded for free from the SETAC website, and in which
everything is well documented and can be put directly into practice. Indeed, we have already
begun doing so, such as in Horizon 2020, a European project that is applying all of these
techniques in tutorial fields locally in Member States.

I am clearly referring to Italy, my country, where we are implementing these practices in rural
development plans. This is a project involving the entire region of Lombardy, for instance,
called Train Argo, in which extensive training has begun. It is a project that recently received
European Union support to apply these systems.
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These systems are not simple practices such as those discussed some time ago, such as
minimum tillage, because this automatically, from a rational viewpoint, does nothing but reduce
leaching. Actually, in reality the task achieved with this ‘toolbox’ has been to quantify how
effective these techniques are and to then fit them into a practical context.

So, for example, the consultation committee for plant protection products in Italy collected this
information and has established a bona fide guideline of percentages for risk reduction. It is
simple; we need to reduce, for example, drift, and implementation indications are provided,
which are numerous yet distinct.

‘Drift’ was discussed earlier, and I completely agree, there are nozzles on the market that can
reduce the amount of spray needed and the related spray drift.

In this context, a comparison was made between Member States as to where they are in the
adoption process and where they can go -- you can find it in the document. Several Member
States are and have always been employing very different methods, but these are clearly linked
to political and agricultural reasons. For example, concerning spray drift, which is the best-
known case, you can see how the various countries have adapted differently on this issue.

It is clear that we can benefit from such risk mitigation, and this is the major success of scientific
knowledge, combining them and thus reaching increasingly extensive mitigation goals. One
example of that is precisely in reducing surface runoff, where we can apply numerous infield
and outfield practices, from filter strips to edge of field boundaries and vegetated beaches, and
we can also combine various best practices, what should be mandatory best practices for
modern agriculture and quality agriculture. The document contains these tables, which show
success rates, all clearly with scientific references, which, I repeat, are the fruit of thirty years
of investment in research by the European Union, applications of modelling and so forth.

To conclude, we currently have a truly enormous number of risk mitigation practices at our
disposal. They are not just concepts; they have a scientific rationale, which nevertheless needs
to be verified in local situations, because local situations change, especially as a function of
stakeholder behaviour, or better yet, the behaviour of plant protection product end-users. There
is also a critical step in appropriately applying these mitigation practices, and that is the training
process, an educational process that is not just informative and must involve all farmers.
They are therefore in some instances extremely advanced practices, effective once people how
to use them and have the right knowledge of their land. In addition, in order for these mitigation
processes to be adopted correctly, specific guidelines and verification methods are needed, that
is, ways of monitoring the effectiveness of these systems, and this clearly should be carried out
at the Member State level. In this context, we have a great opportunity, especially with the
appropriate implementation of the Sustainable Use Directive, to do just that and thus to invest
appropriately in ‘Agriculture 4.0’.

Now, these practices -- and here I will touch further on this and I totally agree with the colleague
who expressed her opinion on the matter -- do not solve the problem. They do not allow us to
reduce risk to zero, but they allow us to reduce exposure levels specifically, which will be
reduced even more substantially the more farmers become equipped with the right tools to apply
these practices correctly.

So there is a need for training and also a need to set protection goals, because these mitigation
practices work very well within a context that may be a national sustainable use action plan, or
in companies that are making commitments, as so many in Italy are doing, in terms of very
advanced integrated pest management, or even those who sell top quality products on the
market that are certified based on sustainability criteria.
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I’m thankful for the setting of this presentation, because it is the fruit of very lengthy research,
aided by numerous sponsors, and for my students, who I’ve put to work continuously on this
topic.

1-008-0000

The Chair. – I suggest that we begin our first discussion with the members and, as I said earlier,
I am going to give the floor to the two co-rapporteurs, firstly Mr Norbert Lins, to start asking
our speakers questions, identifying the person whom you are addressing, if possible.

1-009-0000

Norbert Lins (PPE). – Chair, thank you to the speakers for their presentations, which will help
us to further advance our evaluation and our desire to improve the approval of plant protection
products in Europe. Let's start with the good news: In my home region, where I’m from, this
year has brought humming and buzzing the likes we haven’t heard for a good long time. The
weather conditions have, of course, been a great help. Whereas last year the fruit harvest was
minimal – my region included – this year there was an abundance. A good basis from which to
start. All the bee-keepers I spoke with told me that stocks are growing and the bees are getting
healthier; this is also due to the increasing number of flower meadows planted by farmers,
improved greening in Europe and, a great example from my region, the cultivation of silphium,
which is much appreciated by bees.

I have a question for Mr Capri. Thank you for your presentation. Your research focuses on
bringing research and politics closer together. I fully support that; I believe our politics should
be based on facts and science. What approaches would you recommend to further close this
gap? Secondly, you listed criteria, you mentioned eco-toxicology for risk assessment. How do
you evaluate the ‘climatic criteria’ and how would you like to see these criteria further
developed? Can they be developed further? And finally, you focus heavily on methods of
analysis in the approval system. How would you recommend that we improve our methods of
analysis?

1-010-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – Thank you very much for this
question.

The first reply is with regard to policy recommendations. I believe, perhaps with a pinch of
conceit, partly due to my age and because I’ve always been active in this field, that we have,
thanks to all of us and thanks to the policy, made the science of pesticides the scientific
benchmark, the paradigm and the set of techniques to be used for risk assessment.

This is certainly the result of the cross-pollination that there has always been between the
scientific community and the policy, which reached its apex, in my opinion, when the system
witnessed the institution of European authority, and it is clearly still moving forward, since
there is no such thing as a perfect system. We are nevertheless leaders on this topic.

I think the recommendation that, from a political point of view, we should absolutely not digress
from the scope of the common agricultural policy, and hence from the funding and support
granted to the agricultural sector for their products, which should always move towards
protecting the environment and reaching the protection goals that European citizens want.

In this context, though, there needs to be major support from a financial point of view, and I’ll
go back to the same point that isn’t academic, but it’s training, investment in training and
educating farmers.

I always consider education as distinct from training and distinct from information. About
information, I would try, sort of, not to fund it anymore, because in previous years that was
what happened most, and there was a danger of producing lots of propaganda and little
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effectiveness in practice. We truly do need to invest, and these are mid to long-term processes,
in training for farmers grounded in an instructive, pedagogical process.

What’s happening at present is that, unfortunately, too many farmers not only don’t have the
knowledge about the issues we’re discussing in this setting here today, but they are abysmally
unaware of them, even from a voluntary perspective, due especially to the many economic and
social problems in the agricultural sector in many Member States. I’m talking about my country,
I’m clearly talking especially about the Mediterranean basin. So investment in training in this
sense is needed, and the common agricultural policy needs to move in this direction, and needs
to set efficacy indicators.

I often talk about protection goals, but we need to have numbers, because there won’t be
sustainability in the use of plant protection products if we don’t measure it, if we don’t set limits
for each application, and they need to be measurable and transparent for European citizens, and
improvable. These are fundamental elements of sustainability.

I forgot about the other questions, I’ve done two and a half minutes already, but this is certainly
the most important topic.

In terms of clinical and toxicological aspects, I always point out the great, intensive work that
is going on but never enough, because at this point the issues are complex and even the
toxicology itself needs to be totally revised with respect to the issues we’re discussing here,
aspects including cumulative risk assessment, the issue of mixtures, the issue of multi-stress,
aspects that are currently turning proper toxicology assessments completely inside-out,
especially when dealing with very sensitive organisms like the bees or other pollinators. So I’ll
stop there.

1-011-0000

The Chair. – If I could just make a point of order. Otherwise, at 18:00, everyone will not have
been able to speak. During the first part, if you could (and I know that it’s difficult and
frustrating) ask a question and get your answer, that would enable all of the speakers to be
heard. Then, everyone will be able to speak freely, obviously, as you know, on the first two
panels at least (I am saying this for your sake, so that everyone can have the same amount of
speaking time), because if you ask three questions in three minutes, the speaker will obviously
not be able to answer three questions in two minutes. We do this in order to try to give everyone
an equal opportunity.

1-012-0000

Bart Staes (Verts/ALE). -Chair, I will, as always, behave in a disciplined manner and meet
your wishes. I agree with colleague Lins when he says that it was a fantastic summer, that there
were lots of bees and lots of butterflies. I noticed that too. My question remains only how many
beehives and how many bee colonies survive after the end of winter? That is surely the issue.
What is the impact of everything we do in our agricultural model and what is the impact in the
long term?

I was very pleasantly surprised by the infogram that Professor van der Sluijs presented, where
he summarised all the sorts of influences there are on nine species. Amphibians are affected,
and so are pollinators, fish, birds and also mammals. Professor Van der Sluijs, people are also
mammals. Is there specific research of which you are aware, or in which you participate, that
reflects the impact of these systemic pesticides, these neonicotinoids on humans and human
health?

1-013-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – Yes, there
are also serious concerns about the impact of neonicotinoids on human health and on mammals
in general. First, if we look at exposure, there was a study in the USA in 2015 which showed
that in 100% of all the fruit and vegetable samples, at least one neonicotinoid residue was found.
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In 72% of all the fruit at least two neonicotinoid residues were found, and in 45% of the
vegetables at least two residues of neonicotinoids were also found – two different molecules.

In Japan there was a study in 2014 which showed that 90% of the individuals that they tested
in that study – and it was quite a big study – were positive for four neonicotinoids: imidacloprid,
clothianidin, dinotefuran –which is not on the European market but in Asia – and thiacloprid.
So there is exposure. We also did some tests on hair samples of human beings, and in almost
all the hair samples of the people tested we found residues of neonicotinoids. In my own hair
we also found imidacloprid residues in concentrations that are at least toxic to bees, but in these
concentrations, we don’t know how harmful they are for humans.

If we look at what is known about toxicology, there was a study in 2007 showing that ‘neonics’
have endocrine-disrupting potential, so they mess with the hormones in human beings. Studies
between 2012 and 2014 showed evidence that the substance is genotoxic, so it acts on DNA
and can cause mutations. It is linked to autism, and there was a Japanese study showing that
when rats – which are mammals and a good model for humans as well – were exposed
prenatally, before being born as an embryo, the development of the brain was impacted. Certain
connections in the brain were not made, and the fact that these connections were missing in the
brain is associated with autism and this type of phenomena. So we know by now that it has
neurodevelopmental toxicity on mammals.

In 2015 a new surprise came. It was found that neonics also act on glutamate receptors, not only
on the acetylcholine receptors for which they are designed, but also on a completely different
receptor in mammals. That creates new toxicological pathways about which we know nothing.
So there are serious concerns about toxic effects and possibly negative effects on human health.
It is in our diet and we are exposed: everyone has neonics in their body. So we are doing a huge
experiment with unknown outcomes for public health.

1-014-0000

Pavel Poc (S&D). – I have a lot of questions but no time to table them. So, first, a very simple
question, similar to the one I asked last time to the representatives of agencies. Going back to
glyphosate, because this committee was originally based on the Monsanto Papers, although it
is now different, but this remains a matter we should care about.

The glyphosate compounds we are speaking about were authorised by nearly all agencies on
almost all continents: in Australia, Canada, Japan, the EPA in the USA and EFSA in the EU.
All of them still insist that there is no scientific evidence – or scientific proof, if you prefer –
on which to claim that glyphosate is dangerous: carcinogenic or genotoxic, whatever.

There is a very simple question: is this true? If it is not true, are those who say it lying or they
not scientists, are they stupid or bribed? What’s your opinion on this very simple question?
How is this possible? Why is there such a big difference between academic scientific results
and regulatory science?

I would like to ask this question to all speakers if I may.

1-015-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – It is a simple
question, but the answer is not so simple. If we look at scientific controversies, which is what
your question is about, then we see that there are three factors that fuel them. The first is the
societal discourse with the conflicts of interest that act on the science and on the regulatory
bodies that have to do the risk assessment. The second is institutional practices of risk
assessment: the safety test by EFSA, etc. And the third is fundamental uncertainty in our ability
to know and understand risks. Then we have to deal with uncertainty and complexity in the
science that limit our ability to make claims with certainty. So we always have to deal with
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uncertainty, and that leads to different interpretations. The interplay between these three factors
creates the controversies.

What we do if we do a risk assessment is we take a practical problem – are pesticides safe for
bees? – and we translate that into a technical problem that science can address, because science
cannot address the question of safety – it has to be operationalised. An example was the tests –
if we expose bees for 10 days in a row, in what concentration do they survive? And then we
can assume that may be safe enough. But this particular way of translating the practical problem
in a technical problem was not adequate for neonics, because there the toxicity is amplified by
exposure time. Then another scientist shows that if we expose them for longer, we need 10
times, a hundred times, a thousand times less toxicity to produce the same mortality, but it only
takes longer. It does not take 10 days, but it takes 20 days. Then you need 10 times less poison
or a hundred times less poison and it takes 40 days, etc. So that shows that if you look in another
way, it is not safe, but the official test is 10 days and that says it is safe, so then you have a
controversy. So who is right? The one who uses the legally-established test? But the latest state
of science says it is not safe. So that is one example of why there is such a disagreement.

1-016-0000

Noa Simón-Delso, Doctor, veterinary medicine and researcher at the Belgian Bee Keeping
Centre for Research and Information (CARI), Louvain la Neuve, Belgium. – In my opinion there
is all this controversy – the big differences are just a matter of methodology. All agencies are
using regulatory science; they stick to the methodology that they use for doing risk assessment,
and that is it. They do not go beyond that. Academic research is not limited to these
requirements. Therefore, it has the freedom and the creativity to find the best methodology to
study the relevant question. We could argue that maybe the questions that we are answering
with the regulatory framework are not relevant. What would be, in my opinion, a good practice
and a very good recommendation to improve the system is, in the methodology for risk
assessment – which is actually the one able to identify if there is a risk or not – try to keep it up
to date with the scientific knowledge on the subject. It is hard. I find that the differences between
what has happened with neonicotinoids and what has happened with glyphosate mainly in the
fact that the methodology for risk assessment of bees was up to date and then, thanks to that,
EFSA has done an up-to-the-science risk assessment on the knowledge. On top of that, in the
case of the neonicotinoids, the amount of independent scientific data that has been included in
the re-evaluations of the risk has been much larger in volume than what is normally done for
re-evaluation purposes or for authorisation purposes. Maybe there are also recommendations to
be made there as regards taking independent science into risk assessment.

1-017-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor, Catholic University of the Sacred Heart, Piacenza. – In my personal opinion I don’t
think that the story with glyphosate is an emblem of the story for how long Europe and its
citizens trust science. So the problem is not controversial in terms of science but is controversial
because we want it to be controversial.

If we believe in science, if we believe in the procedure because we have an agency, and then
we study how this agency is working, you will see that there is a very transparent process and
a very strong methodology for reducing cost, for avoiding completely any conflict of interest
of the scientists that are involved in the assessment. But then there is a very strict, robust and
rigorous methodology for selecting the papers, which should be absolutely independent and
rigorous in methodology. If we don’t do this, each scientist can of course say something
different because the hypothesis tested is different. This leads today to the controversial story
of whether we believe or do not believe science. So please, before we say we believe in science,
at least we should read a book like Popper and then we move on, because otherwise all the
discussion is just ambivalent speculation.
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1-018-0000

Pavel Poc (S&D). – Chair, I would just like to say that I shall forego my speaking time as a
coordinator and I shall forego my speaking time as a member of this committee so as to prevent
my honourable colleagues in the right-wing parties from complaining.

1-019-0000

Anthea McIntyre (ECR). – Chair, I would like to thank our three presenters today. They have
talked a lot about the dangers of exposure to pesticides, and I think we all recognise the
importance of protecting our environment – we all want to make sure that insects and bees –
they are vital to life and our farming activities. So yes, it is hugely important, I absolutely agree
with that. But it’s also very important to produce food, to produce enough food so that we
actually feed everybody, and that is, for me, also a very important priority. I’m just wondering
if any of our three speakers can come up with some practical solutions. Can you suggest how
we should go about protecting our crops?

1-020-0000

The Chair. – Ms McIntyre, could you focus on one speaker please? This would help us to
manage time.

1-021-0000

Anthea McIntyre (ECR). – I was following Mr Poc’s example and asking everybody.
1-022-0000

The Chair. – Okay, I suggest that you try to answer Ms McIntyre’s very good question in one
minute each. Who would like to take on the challenge? How about Ms Simón-Delso? She is the
bravest. Looking at you, it’s clear that you are going to start providing some possible answers.
And if you don’t have an answer, you will not be criticised for it.

1-023-0000

Noa Simón-Delso, Doctor, veterinary medicine and researcher at the Belgian Bee Keeping
Centre for Research and Information (CARI), Louvain la Neuve, Belgium. – No, it’s ok. It’s
very possible to produce food without pesticides. For many years we have been taught that it
was impossible, but that is not true. Lately, I guess you have been confronted with a lot of
people who do very serious research on agricology, agroforestry, organic farming and low-input
farming. Even in low-input farming like conservation agriculture or whatever, there is still even
this type of agriculture. It uses chemical products, but they have extremely reduced the
dependence on synthetic products. So I don’t think that it is even an argument that we need
pesticides to continue to produce food. It is not true, and it is well proven. Increasingly we have
scientific publications showing that the yields in organic production are equal to those of
conventional production. It does not even have to be in the yield, but it has to be in the cost of
production, because of course a farmer can be better off by not spending on pesticides.

Europe has put a lot of money into research on trying to produce better and trying to produce
in another way. If we produce in another way, nature answers and, by the way, the best and
cheapest way to increase yields in crops is just by allowing pollinators to be there – of course,
for pollinating crops. It is very simple. We just need to have trust in nature and crop in a way
that life finds a way in the cropping system.

1-024-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – One way to
go is to take the so-called agro-ecological approach to agriculture, where you go with nature
and not against nature, a bit in line with what Noa sketched out. The other is to use integrated
pest management (IPM), where you use the chemicals only as a last resort, and only if there is
true evidence that there is a plague and that all the other ways to stop the plague have failed.
Then you can use the chemicals. So that’s the idea of IPM.

But the systemic pesticides are the opposite of IPM. They put the chemical on all the seeds in
all the fields independently of whether there would have been a plague if it had not been applied.
There was research into what happens if you do not treat the seeds even if there is a plague and,
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in more than 90% of the cases, there was no plague, so it was necessary to coat the seeds. There
was no loss of crop yield if you didn’t apply the pesticides, so you could reduce their use by
90% simply by switching from preventative to curative use, where you use it as a last resort.

There are very good techniques now with pheromone traps etc. to monitor in the field whether
a plague is emerging and then you have plenty of time left to intervene and do something about
the plague if there is one. But with the neonicotinoids we have more than 15 years of use
regardless of whether there could have been a plague. That leads to a scale of use with massive
collateral damage, as we have seen with ‘Insectageddon’; this could have been avoided without
any harm to the crop yield.

1-025-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – Concerning non-professional
agriculture, that is, gardening as a hobby at home or on an allotment, we can certainly avoid
using pesticides, because our observations and our time can act as the most important pesticide,
especially biological observations we can apply to enable us to cultivate without pesticides. We
can use our hands, our heads and best practice.

Concerning professional agriculture, unfortunately, chemical technology is strongly linked to
productive activity, a productive activity that must always be evaluated from a socioeconomic
point of view, since we are talking about professional farming and about profits.

I don’t agree with the discussion about a real reduction in pesticides, even in organic farming,
because organic farming itself does use pesticides, let’s dispel that myth. In the measurements
I took last year, practically all Italian organic farms that were producing wine went into the
fields 25 to 30 times to treat it with copper, in a very rainy season, compared to three treatments
done with a synthetic product.

Actually, what we need to do to improve food quality is reduce the quantities used to a minimum
and implement all of these practices; biodiversity is essential, cultivating biodiversity improves
food quality. That’s why, in many areas in Europe, people are working on sustainable
development, on the so-called sustainability certificates, which include these practices of
reducing pesticide use and increasing biodiversity as critical assets to improve produce quality
yet maintain productivity levels, which is a key profitability factor for farmers. Otherwise, if
farming stops, then we probably won’t have pollinators around anymore.

We need to be careful, because agriculture means cultivating our land and we have to take great
care of it.

1-026-0000

Frédérique Ries (ALDE). – I would also like to say a big thank you to our experts this
afternoon for the independence and quality, obviously, of their investigations, research and
work. I would also like to thank them for their willingness to answer some of our questions
(which has just been on display once again). I would like to heap some praise on you for coming
up with an almost entirely new farming model in less than a minute. Thank you very much for
that.

As you have asked, I would like to address Ms Simón-Delso, one of our experts, and I will try
to keep it short because we have many questions this afternoon. In your publication in August
on alternatives to neonics, you proved that there is a whole range of possible alternatives. My
question stems from this analysis and the conclusions of your work. What do you think of the
decision that Europe made in April this year, in plenary, to completely ban the three main
neonics (I won’t name them here; it’s becoming an increasingly complicated exercise, but the
three main ones)? Is this enough? Should we go further and ban the entire family, as France has
done since 1 September?

Page 207 of 237



Beyond that, if there is time, a small second question (even though Mr Capris has tried it
already): what do you expect from us? Actually, once again stemming from your analysis on
the issue of neonics, what can we do to address the 2009 Regulation and how can we change
and improve things? That’s perhaps too much for the limited time that we have here.
1-027-0000

Noa Simón-Delso, Doctor of veterinary medicine and researcher at the Belgian Beekeeping
Centre for Research and Information, Louvain-la-Neuve, Belgium. – I think that the ban is very
sensible. With what we know and in view of the fact that until now (I am a little doubtful
because the reality always surpasses our expectations), all outdoor use has been banned, but
they were still being constantly used in permanent greenhouses. We are still sometimes coming
across studies on the effects of their use in these permanent greenhouses in terms of
contaminants and we are finding residues in facilities that we thought were sealed. I would
therefore like to adopt a precautionary approach: we ban everything and see what happens
afterwards.

In addition, it has now become clear that some Member States are trying to grant exemptions
from these bans, which we think is unacceptable. If these products are causing so much damage
in a country like France, how can we expect these same products not to cause damage in
Romania or Bulgaria? They are the same products. I cannot understand how we can accept
these exemptions being granted. In my opinion, there should be a total ban and these exemptions
should be completely banned. I think that here, in this institution, you could ask Member States
and the Commission to not grant these exemptions.

I agree that the alternatives to neonicotinoids should be promoted. A number of these
alternatives are very effective, but are virtually unknown and have barely been promoted. I
think that they are common-sense alternatives which should be known everywhere. I agree with
my colleague Ettore Capri, and think that farmers should be trained to grow crops using these
products because it makes good agricultural and ergonomic sense.

1-028-0000

Frédérique Ries (ALDE). – Just a slight concern: I forgot to say this earlier, but I heard
Mr Lins and Mr Staes say that the bees had been buzzing in their Member State this summer.
There is nothing wrong with my hearing, and yet I did not hear them so much, and, as one of
the host mentors for Bee Week at the European Parliament, I have not heard this from the
beekeepers who reach out to us either. And if you search for ‘beekeeper Europe Belgium
France’, that’s not the impression that you get. So maybe they have been buzzing this summer,
but I can see devastating figures here. In Brussels, they are the worst figures ever recorded in
the world for hive mortality. I think that is also what you said, Bart, and what we will see in the
future.

1-029-0000

The Chair. – This does not require a response, but the analysis can only provide questions for
us.

1-030-0000

Anja Hazekamp (GUE/NGL). I have a question for Professor Van der Sluijs. You also spoke
about transparency during your presentation. I have a question about the Monsanto Papers. We
had a hearing last year around this time, attended by Professor Kirkland, one of Monsanto's
consultants who linked his name to a Monsanto survey. That research was more or less written
by the business community itself. I am curious. We get to hear from many institutions and from
many guests here at the hearings that this is not so bad, that it is very common for industry and
science to work together and that they have close ties and also that science and business and
government have close ties. I have a question for you. Where is the limit according to you, and
have you been asked by a client or a third-party funding institute to change the results of your
research?
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1-031-0000

Jeroen P. van der Sluijs, Professor, University of Bergen and Utrecht University. Thanks for
the question. The question is about the cooperation between industry and science.

– The collaboration between industry and science – and where is the border? I gave the example
of James Creswell in my talk, but it was very short, so I couldn’t go into much detail. But he
thought he could do independent research with funding from Syngenta, because the contract he
had with Syngenta guaranteed that he could research whatever he liked. So then he started doing
the research and the results he got were not welcome for Syngenta, because it showed that the
dominant discourse that Syngenta wanted to promote – that it was all about the Varroa mite –
was not supported by any of the findings that James Cresswell found in his meta-analysis from
the different studies that were around, so it was not supported by evidence.

Then Syngenta started suggesting ‘yes, but you have to change your experimental approach in
such a way that you do it in this way, and then you will get the result that we need’. So he got
pressure to change the experimental set-up in such a way that a desirable outcome for the
industry would come. And at that point he started feeling unhappy and had more and more
problems with his work, and in the end the whole story came out to the media and now we
know how this works. And I understand that in the Monsanto case we see a lot of similar stories.

So there is a huge influence going on from the agro-chemical industry. It is a billion-dollar
market, it is the largest share in the world market of insecticides, neonicotinoids and some of
the others, so there is a lot at stake for the industry. It is very lucrative. I call it a convenience
insecticide – not only for the farmer, but also for the industry, because they don’t need to invest
more. They invented it in the nineties and it keeps giving returns of investment and leads to an
extremely large scale of use with this prophylactic model where you use it on all the crops, on
all the seeds, on all the fields, and we saw more than a thousand different allowed applications
in Europe.

So if you work with the industry – and there is so much at stake for the industry – then the signs
will be real. The interview in The New York Times – you can find in link – shows how subtly
this works. Even if you think that all the guarantees were there and that you could stay
independent, you never can in practice. I hope that answers your question.

I would also like to highlight that the pollution with neonics – also the three banned ones –
continues in Europe because it is not banned in greenhouses, it’s not banned as a biocide and
it’s not banned as an animal health product – only for plant protection products outdoors. And
it is used on a very large scale as biocide in stables for cattle, to eradicate fleas and flies in the
cattle stables, and from there it also comes into the environment.

So the emission continues, and my prediction is that the surface water norms will continue to
be exceeded, because it comes from other uses outside plant protection and that also comes into
the environment. So we have to see the total amount of use as the active ingredient as the
emission – the total amount – and if we want to reduce emissions, we have to reduce the use.
So there have to be ceilings for the total amount of use in a country.

1-033-0000

Piernicola Pedicini (EFDD). – Mr President, honourable colleagues, I too will speak in Italian,
and I will address my compatriot Doctor Capri, to whom I have listened with much attention
but with whom I do not share the same view of reality.

He says we must believe in legislative processes, and that much is obvious, we’re legislators
here and that’s the job we’ve been elected to do. We need to believe in risk assessment and risk
monitoring systems. We need to apply, as much as possible, a process that targets improvements
and risk reduction, and thus also targets treatment.

Page 209 of 237



The problem, though, is that if we take for instance the Regulation on the placing of pesticides
on the market, it is not just a question of the harmful effects on human health, but also, and very
clearly, a question of hazards and risks to animals and to the environment. Even the Directive
on sustainable pesticide use mentions the issue of negative repercussions on the environment,
particularly on the aquatic environment.

So if we’re here today, it’s because evidently these good proposals, which are actually included
in all the laws and regulations established here, are there on paper but aren’t being applied. The
day to day reality is that pesticides proven to have toxic properties are placed on the market. I’d
like to remind everyone that glyphosate is classified by the European Union as toxic to aquatic
environments with long-term effects, yet its authorisation was renewed. To this date, I might
add, only one carcinogenic pesticide has been banned, while authorisations for products that
have been verified as endocrine disruptors are still being renewed.

We’ve also heard, in the previous sessions, about problems due to co-formulants, which can be
up to a thousand times more toxic than the active substances themselves. Today we’ve heard
yet again that there’s a problem with assessing synergic effects and cumulative effects. We’ve
also heard about a whole series of issues related to the fact that only acute effects can be
measured, whereas it is practically impossible to measure chronic effects.

Given all this lack of knowledge, my question is: Don’t you think -- since you invoke EU
legislation, which holds the precautionary principle as a cardinal principle and a basis for
everything else -- don’t you think we’re in circumstances that call for applying the
precautionary principle?

1-034-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – The precautionary principle
is applied. What’s important is that the precautionary principle is applied to the concept of risk,
and not to confuse hazards with risks, because the classification you referred to, which is
perfectly right, in reality refers to an intrinsic property of substances, and therefore to hazards.

So it’s important to be aware of the uses, because that’s the big paradigm of the great European
legislature, because it’s based on risk. Now, what we must always pay close attention to is that
this risk may become unacceptable and here, when I say I believe in legislation, I’m not saying
I believe in static legislation, but I believe in this legislation on plant protection products
because actually, in addition to a scientific paradigm, which is absolutely very important in
order to be able to follow a repeatable, reproducible, transparent procedure, it should be
continuously revised based on knowledge we acquire, not just scientific knowledge but also in
relation to citizens’ needs.

So the precautionary principle should be and is applied, but please let’s refer to risks and not
hazards, because otherwise we won’t be able to have roasts anymore and Neapolitan ragout will
become a Category A dish because it’s carcinogenic, since cooking animal fat with tomatoes
for ten consecutive hours generates carcinogens that would show up positive on any Ames test.

1-035-0000

Piernicola Pedicini (EFDD). – The point is, I was indeed referring to risk, because in risk
reduction processes, we can act through legislation, but in terms of the actual use of any
substance, things are different, and unfortunately things are substantially different.

If you go to Italy these days, as in many EU countries, glyphosate is prohibited except for very
restricted uses, and yet if you go into any store you can buy any quantity of glyphosate you like
and spread it wherever you want, that’s the reality.
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1-036-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – Those are illegal practices.
Illegality is the biggest problem, and without reason, but then we could also ride a motorcycle
without a helmet and we’d be doing something illegal, you’re perfectly right. Unfortunately,
cases of illegal use of plant protection products are on the rise, so it’s become crucial to do more
local checks and inspections, unfortunately you’re right, but that’s illegality.
1-037-0000

The Chair. – Indeed, we need to move forward in our report on those points. They take us to
the heart of the matter and the European level can be seen clearly, Mr Pedicini. When you talk
about glyphosate, it is indeed Roundup, and each Member State is responsible for its banning
or its use. This is the issue, I think, that we need to provide for in the regulations that we adopt
and the specific proposals for regulating and harmonising this type of procedure.

1-038-0000

Angélique Delahaye (PPE). – Thank you to our three experts attending this afternoon. I have
to say that I cannot pick out one question from all of the ones that I want to ask. I have a
significant dilemma at the moment.

1-038-5000

The Chair. – For pity’s sake, ask one anyway.
1-038-7500

Angélique Delahaye (PPE). – Yes, I will do, Chair. Maybe a remark about Ms Simón-Delso’s
presentation. I have to say that, as a farmer, all of that has left me extremely puzzled. I thought
that because I was growing lettuces, the impact on bees was going to be very limited, maybe
even non-existent. I have just discovered that a priori (I really want to trust scientific expertise,
but I also refer back to my trust in farming expertise and in our production method) I can no
longer clearly see what the correct farming model to follow will be based on the yields that
farmers are experiencing, as even organic farming is not free from plant protection products, as
shown to us by Mr Capri. At this point, I have to say to Ms Simón-Delso that, in my region,
organic winegrowers will not harvest any grapes this year because the copper treatments have
not been enough, given the climate conditions which they have had to face.

I understand that farmers need to be trained and I have advocated this for more than 20 years,
but, to be honest, I cannot see which farming model we are going to lead our farmers towards.

When it comes to the issue of the dispersion of all of these products, I think that the
presentations given to us (I will also be mispronouncing his name like you did, Chair) by Mr van
der Sluijs or by Ms Simón-Delso can only raise questions for all of us. However, as a legislator,
to be honest, I cannot see which future direction to take in the decisions that we will have to
propose in the report which will be presented by our two colleagues. I am extremely worried
about how we are going to be able to find a compromise between the environment and
agriculture following the presentations, which I thought were extremely pessimistic.

I am not going to raise any questions about this because there would be too many, but I wanted
to contribute these thoughts to the debate and possibly elicit responses.

1-039-0000

The Chair. – Does one of our three speakers have a response to this?

1-040-0000

Noa Simón-Delso, Doctor of veterinary medicine and researcher at the Belgian Beekeeping
Centre for Research and Information, Louvain-la-Neuve, Belgium. – I don’t know what the
farming model of the future will be, but I hope that it will enable us to stop finding residues
throughout the environment during assessments. You can currently find them in surface water
and deep water, where the residues stay forever. Every time that we do tests on pollen, which
is indicative, which is the source of protein and fat closely linked to bee development, we
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always find residues and residue mixes. I have never said that farmers aren’t doing their jobs
properly, but farmers need to realise that they are not doing any checks on the diffusion of
residues of the substances that they are using. This does not depend on them, but on the
products’ characteristics, including how systemic, soluble in water, long-lasting and volatile
they are.

I am sorry if I have described a very pessimistic situation, but I cannot be optimistic because,
here in Belgium, losses average 30% each year. I really would like to be optimistic. I’m working
towards that, but this is the reality of the situation. In my opinion, the major issue with the
current laws on authorising pesticides is that they fail to take specific contexts into account.
Products are authorised after an assessment of the risks has been carried out and after
anticipating, to a certain extent, which species will be affected, based on the level of action.
These products are then placed on the market without taking into account their use on a crop in
all types of landscapes or, for example, on all surrounding crops up to approximately 5 km2

away. This is the major problem. In fact, we currently have a major problem linked to the
amount of pesticides on the market and the mixing of these products. However, neither these
amounts nor this mixing are taken into account when evaluating and managing risks. This is
the reality of the situation.

1-041-0000

Angélique Delahaye (PPE). –If I understand you correctly, Ms Simón-Delso, we need to be
able to put quotas in place. Is that the solution?

1-042-0000

Noa Simón-Delso, Doctor of veterinary medicine and researcher at the Belgian Beekeeping
Centre for Research and Information, Louvain-la-Neuve, Belgium. – It is one of the solutions.
Another could be introducing a conditionality requirement for accessing aid under the first
pillar, for example, full application of the Directive on sustainable use of pesticides, which is
not the case today. At the moment, only some articles are applied, but not the full Directive. I
think that farmers involved in agricology, agroforestry and conservation agriculture have good
reason to do so. In my opinion, if this could be achieved, it would be great.

1-043-0000

Angélique Delahaye (PPE). – However, all crops would need to be included in the Common
Agricultural Policy again because tree production is not, for example.

1-044-0000

The Chair. – Of course (this just a small comment and will not slow things down), when it
comes to conditionality (I think that it is a line of work that we will come back to), you can
imagine that there will be several levels. Therefore, there could be basic aid and positive
conditionality, which is exactly what we have proposed, meaning that I would like to see how
(finding the middle ground, because too much is often chosen rather than the right amount), in
this CAP, we can advance and aid this transformation.

1-045-0000

Noa Simón-Delso, Doctor of veterinary medicine and researcher at the Beekeeping Centre for
Research and Information, Louvain-la-Neuve, Belgium. – I would like to see the results of the
environmental monitoring that is carried out for now, for example under the Water Framework
Directive, or other types of monitoring which assess the levels of chemicals in the environment
(and it is very good thing that this is being done), reflected (in one way or another) in legislation
and being used as sources of measurements to validate hypotheses made to assess risks or even
to see whether the risk mitigation measures are suitable and whether they are useful or not.

1-046-0000

Anthea McIntyre (ECR). – I understood I had to waive my right, I don’t want to upset Mr
Poc, so it’s fine.
1-047-0000

The Chair. – Thanks to the great generosity of the chair, you may speak as the coordinator of
your group.
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1-048-0000

Anthea McIntyre (ECR). – I would like to take up the opportunity if I can. I’ll leave it up to
whichever expert wants to come back, but you talked about the low usage of chemicals and we
talked a bit about integrated pesticide management. Could we also see that the low-usage
models need the introduction of new plant protection products and new chemicals – so using
new chemistry and centred around the idea of minimum use?

We have recognised that there is great advantage in just using the smallest amount of chemical
required and you’ve talked about spraying everywhere, so if we are to use the new technologies
that we are gradually beginning to see, do you agree that we need to introduce new chemistry
and new plant protection products?

1-049-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – Thank you for this speech
because a huge legislative void is opening up, a huge void linked to the huge market, which is
definitely fragmented because it is not the multinationals that are leading the way in producing
or distributing new plant protection products which are used especially in organic farming or
as so-called ‘non-chemical’ alternatives.

There is an increasing legislative void as soon as we look at what is happening in the field of
fertilisers, where a lack of legislation is leading to the introduction of substances that are
absolutely not being assessed for risk. A lot of the monitoring we’re doing, in vineyards for
example, across broad areas, is showing chemicals to be present that are biocides as well as
plant protection products that shouldn’t be there and are coming from precisely these new
fertilisers.

So a huge legislative void has opened up, where these alternative products could, based on the
reasoning that they are ‘not a synthetic chemical substance or that they are of organic origin’
end up hardly being regulated, and we need to pay very close attention to this, especially at
Member State level.

The subject of ‘low dosage’ is also an enormous problem, because even though it’s true that,
from a quantitative and parametric point of view, lower doses should always lead to lower risk,
this is actually conceptually incorrect, because the reasoning is based on the issue of exposure
alone, thinking ‘if I reduce the dose, I reduce risk proportionally’.

On the contrary, there are clear indications, even if we just talk about human toxicology, that if
we reduce doses of plant protection products, such as by applying more sophisticated integrated
pest management techniques, then the toxicity to the farmer actually increases, especially
through the skin. We have situations in Italy where fines of tens of thousands of euros are
raining down on farmers who reduce doses due to this increase in toxicity, which the Ministry
of Health does not accept.

This means that what’s happening in terms of changes in the usage of these substances requires
renewed attention and a re-examination of methodologies, which need to be appropriate. And
please, as with the case of food supplements, let’s not, let’s not say, let’s not convince ourselves
that whatever is ‘natural’ must be good for us. It is not true, and ‘natural’ products should
automatically be assessed in exactly the same way and according to the same precautionary
principles, which when we look at it, aren’t always being applied to these substances.

1-050-0000

Ulrike Müller (ALDE). – Chair, First I’d like to thank the scientists for taking the time to be
with us at our committee meeting today. Anything which has an effect has side-effects, of
course. This is as true of pesticides as it is of medication. However, with pesticides, there is
inherently going to be a greater exposure of non-target organisms to the substance. That is of
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course why it’s important for us to deal with these side-effects and especially to integrate
adaptation measures.

Professor Capri, I have a question for you. You're familiar with our processes and have dealt
extensively with adaptation measures. Could you just give me a brief summary of the factors
you believe are particularly important for dealing responsibly with pesticides and their
unwanted side-effects? And perhaps more specifically, which of these points should we, as
legislators, do better at implementing in the future under the Plant Protection Products
Regulation and Sustainable-Use Directive? I’d also like to know more about the process for
approved biological insecticides. Are they monitored in the same way? They also have equally
serious effects.

1-051-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – I’d first of all like to make a
connection to what my colleague was saying earlier.

From a regulatory point of view, the most serious problem is surely the lack of a risk assessment
on the landscape, that is, on local lands.

It is clear that, from a new legislative procedure standpoint, we really need to push in that
direction. And this will, from a scientific point of view, definitely require new methods. You
know how there’s a part where – especially in exposure assessments – we use mathematical
models to be able to increase the number of scenarios in which we assess risk.

But there are not currently any such mathematical models approved by the legislator for
applications on a field scale, and this has an enormous impact; what we should do is move in
that direction. That’s why I keep coming back to the common agricultural policy, because risk
assessment processes absolutely need to be revised in the context of landscape. This is logical
even from a biological point of view, because instances of contamination from exposure are
largely linked to the land. Land is capable of purifying, but can also magnify contaminations,
and that means – and this is my second message – that all farmers who live in a given area
should be involved, because the big issue with plant protection products is that they are highly
poisonous. Let’s not sit here and say things that aren’t true; they are highly poisonous and toxic
hazards, and potentially risky to use.

This implies that we need to use them with great caution, and farmers need to reclaim the land,
since what has happened over the last twenty years is that, as we have heard, they have been
using plant protection products as if they were bleach or dishwashing detergent. That’s
absolutely not right.

Legislation must move in that direction, return to an appropriate scale in terms of both space
and time, because, to confirm what has been said earlier, even if some plant protection products
don’t contaminate, we’ll end up finding them in our waters ten years later, because the land
system is an inert system, and will be even more so when it is more biodiverse, and the issue
should be framed entirely in that context.

Now, organic farming is all well and good, and it’s crucial to have biodiverse agriculture, but
registered plant protection products that are authorised for use in organic farming should
absolutely be assessed according to the same methods and the same restriction criteria, because
unfortunately, we currently have many situations where not only is there illegal use, but even
in very malicious ways (even without including the example of copper, which is a very serious
problem because without copper we don’t know how long some crops will be able to survive).
Therefore, monitoring must be conducted in this sense as well.
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The issue of monitoring organic farms is all the more problematic because copper is actually a
natural substance found in soils, so this is an area that requires greater prudence. So, legislation
should move towards more monitoring and observation, reactivate farmers, give the land back
to the farmers themselves while also making them responsible for establishing appropriate
practices, within each drainage basin, based on ecosystem connections that determine
relationships between crop production, plant protection product use and all the aspects of
biodiversity that are implicit and intrinsic to the ecosystem.

1-052-0000

Anja Hazekamp (GUE/NGL). Chair, last week the Foodwatch organisation published a study
showing that since 2012 more than 200 active substances have been authorised without new
evaluation, as it were, a procedural extension of authorisation on the market. Among these
substances are several substances that I would like to present to you because in 2015 they were
put on a list of substances that are carcinogenic, mutagenic or toxic to reproduction or have
hormone disrupting properties that are dangerous for human beings. I am curious to know
whether you would advise that the authorisation of these substances be extended in 2019
because they have just received a new extension this summer. This is about, for example,
thiacloprid, flumioxazine, chlorotoluron and dimoxystrobin. I do not know if you know these
names, at least I have heard thiacloprid a few times today, so I would like to hear again whether
we should allow these substances on the market again without any scientific evaluation.

1-053-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – Maybe I
should speak in English. It means that the substances you refer to have not been tested for their
risks to humans, bees, etc. concerning thiacloprid there is a big problem because after the ban
in 2013 we saw a tremendous shift to thiacloprid in farming practice because all use of
imidacloprid, clothianidin and thiamethoxam in crops attractive to bees has been replaced by
thiacloprid and many new applications of thiacloprid were authorised shortly before the ban.
So the scale of use of thiacloprid exploded around 2013.

This chemical is not only an endocrine disrupter but is also having the same sub-lethal effect
on all pollinators, on bumblebees, honeybees etc. They lose their navigation capacity and they
lose their ability to reproduce. All these sub-lethal effects hold true for thiacloprid as well, and
thiacloprid has not been tested with the same rigour as the other three because, in the re-
evaluation requested by the Commission, a new guideline was used which was not yet in force.
If you apply that guideline to thiacloprid, which has never happened, my expectation is that it
should also be banned because it has the same type of sub-lethal impacts on bees, and on top of
that are the concerns for human health.

As regards the other substances you mentioned I also have major concerns about the impact on
human health. So human health is insufficiently protected if these substances are not tested
according to state-of-the-art scientific knowledge on their toxicology and exposure. I think
these substances should re-evaluated with high priority according to the latest standards in
science.

1-054-0000

Michèle Rivasi (Greens). – I will speak next because what I have to say follows on from what
you have just said. Ms Simón-Delso, in relation to neonicotinoids, you said that in 2013, EFSA
adopted a methodology which corresponds to the development of the best possible practices
and that, following this, these three neonicotinoids were banned. Normally, this framework
would have had to be accepted by the Commission and the Member States. I have some
questions (which I also direct at you, Chair) about the following. Why have Member States
failed to acknowledge this new methodology? Did the Commission never propose it to them
during a meeting of the Member State experts, for example? It is as if you have not wanted to
use this new type of assessment (which is more suitable) because it could result in products
being banned, as it takes into consideration severe effects, delayed effects and more. This is
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exactly the discussion that we have just had. This means that there are a lot of other
neonicotinoids that should be banned.

I am very concerned about the risk assessments because the risk to human health is actually
being assessed more than the risk to the environment. Finally, when speaking to us (thank you
very much for being here), you said 75% of insects are disappearing and 30% of birds are
vanishing as well. Who or what are you expecting to die? How can we keep living if there is no
longer any biodiversity? Because this does not just affect insects, it affects aquatic life too. We
can see that there is no longer any self-purification in the rivers. There is a domino effect of
such phenomena.

I read a document from the Commission, which was sent by the Danish Environmental
Protection Agency, which said: ‘the Commission proposes that the environmental risks should
not be regarded as a major problem and must not in any circumstances play a role in the final
decision’. In short, it is unbelievable! It means that the entire environmental aspect is
completely excluded from the assessment. I am not even talking about the precautionary
principle. I am saying that if you kill our bees, you are killing all the pollinators. If there is no
longer an ecosystem in our waters, it means that there is no longer self-purification. That is
madness.

Therefore, I have two questions about what I’m putting forward to you. First of all, EFSA had
worked properly. Sometimes it gets criticised, but that is not the case this time – (the Chair
interrupted the speaker)

1-055-0000

The Chair. – What is your question?

1-056-0000

Michèle Rivasi (Greens). – My question is, why did the Commission not propose to Member
States adopting this new type of assessment, which was much more appropriate in terms of
taking risks into account?

1-057-0000

Noa Simón-Delso, Doctor of veterinary medicine and researcher at the Belgian Beekeeping
Centre for Research and Information, Louvain-la-Neuve, Belgium. – The Commission is in the
room and can answer. In fact, I don’t think that the Commission told Member States not to
apply it. The Commission proposed it, but Member States were not interested. They created a
political impasse. Why? We have heard arguments which meandered somewhat, but the
majority asserted that it was too complex. Personally, this worries me, because the methodology
is definitely in line with the science currently available. This guideline on risk assessment is
based on scientific knowledge, and the fact that Member States refuse to apply it on the grounds
that it is too complex indicates that Member States want risk assessment to remain poor. This
is what worries me.

This is politically driven in each Member State. The only thing that I can ask is, within this
institution, for you to encourage them to apply this guideline as soon as possible and for you
update it every now and then.

I would like to add one thing. EFSA’s guideline is a methodology for assessing risks. This
methodology now makes it possible to have much more precise and comprehensive information
about the impact of pesticides once they are on the market. However, the guideline never
imposes a decision. The guideline allows the decision-makers to make their decision in support
of stronger cases. The Member States make the decision, not the guideline. This is only one
methodology for better assessing the impact of a pesticide once it has been put on the market.
It makes it possible to reach better-informed decisions.
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1-058-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor at Università Cattolica del Sacro Cuore in Piacenza. – Excuse the interruption but
this is an equally critical point. First of all, I completely agree that this Member State voting is
often not very transparent, and is moreover communicated poorly or inaccurately to European
citizens, and that’s where so many concerns arise from.

However, let’s take a step back because we need to be careful about complicated risk
assessment methods and procedures. We were talking earlier about farmer education and
training. A similar problem in our European system, as dozens of articles have shown, is that
there is a problem with assessors; studies have shown that in risk assessments, the more
complex the procedures are, the more likely it is that groups of comparable assessors reach
different conclusions.

That’s why what needs to be encouraged as much as possible is the adoption of new procedures,
which will be more complex and more complete, but means it requires successful investment
in training for assessors that is well-rooted and continuous, through Member State agencies.
This is because expertise as a risk assessor is not something that can be acquired in a day. A
risk assessment procedure for bird or bee species is something that I assure you takes not months
but years, with a good staff, in order to apply correctly and transparently. So it’s worth paying
attention to investing appropriately in this sense as well.

1-059-0000

Mireille D’Ornano (EFDD). – I am very surprised to hear all of my colleagues making a fuss
about neonicotinoids today because, all the same, I tabled an amendment in plenary on 1 March
this year to ban all neonicotinoid pesticides without any exceptions and a majority of Members
rejected it. So, I am currently quite surprised by this all the same. However, many farmers have
managed to dispense with neonicotinoids by postponing sowing dates or even planting grass
strips or hedgerows, which are also plots of land for helping to increase the numbers of
predators of pests. Admittedly, I recognise that this roughly complies with the CAP objectives,
which require productivity, as all of us know.

Some of them claim that neonicotinoids are harmless when they are not sprayed and that they
coat the seeds directly. However, the insecticide spreads throughout the entire plant and much
of it finds its way into the soil, poisoning our water tables and those who use them.

Before asking Mr van der Sluijs (I have definitely mispronounced his name) my question, I
would like to give you an accurate picture of what is going on in France when it comes to the
five neonics. Indeed, they have been banned in France since 1 September, but just with
exceptions, which will continue until 2020. And currently, exemptions have already been
granted for hazel trees, fig trees and turnips. Ok. In fact, the neonics nitenpyram and dinotefuran
have still not yet been banned. I would also like to ask you personally what you think about
sulfoxaflor in relation to bees.

Therefore, my question is: do you think that it is reasonable to constantly keep delaying a total
ban on neonicotinoids, given their effects on the environment in a broader sense?

1-060-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – I think the
answer can be very short. Yes, with the present state of scientific knowledge it’s justified to ban
all the neonicotinoids – and this includes sulfoxaflor – because they are not in alignment with
the high level of protection that Europe wants, according to their own regulations. So if you do
the tests according to the state of knowledge that is available in the scientific community, then
they do not pass these criteria, so they cannot be allowed on the market. This should also apply
to the use as biocides and as animal health products, because from these applications outside
plant protection products, they also come into the surface water and the environment, and from
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there they are taken up by the wild plants and translocate to the pollen and nectar and to the
bees and to the aquatic insects and all the rest.

1-061-0000

Thomas Waitz (Verts/ALE). – Chair, I actually wanted to ask Mr Capri a question, but after
hearing him say that professional agriculture cannot exist without pesticides, I feel he’s not the
man for the job. I was unsure if that statement was explained by lack of knowledge or deliberate
misinformation. I’ve done a little research in the meantime. You work for a private university,
for an outsourced institution called OPERA. You also became well-known through your
connections to the industry. In 2011, you wrote a report in which you claimed that
neonicotinoids were not responsible for bee deaths, but rather, a number of contributing factors
were to blame. It is of course possible to make mistakes as a scientist, even when one’s studies
aren’t financed by Bayer, Syngenta, Dow Chemical and BASF. I have no questions to ask you,
since I would not trust your answers anyway.

My question is for Ms Simón-Delso. I have been told – or rather research indicates – that bees
develop certain addictive behaviour towards neonicotinoids. These substances are related to
nicotine, which we know humans can become dependent on. Do you have any scientific results
to the effect that bees prefer to fly back to places where they have previously ingested
neonicotinoids due to developing addictive behaviours?

1-062-0000

Noa Simón-Delso, Doctor in veterinary medicine and researcher at the Belgian Beekeeping
Centre for Research and Information (CARI), Louvain la Neuve, Belgium. – There are indeed
some studies that show that bees get hooked on these – get addicted to neonicotinoids. I think
they have been on honey bees and on bumble bees, if I remember. Still it is not massively
demonstrated, but there are some studies that indeed show that there where they studied that,
so we could actually observe that.

1-063-0000

Ettore Capri, Director, European Observatory on Sustainable Agriculture (OPERA), and
Professor, Catholic University of the Sacred Heart, Piacenza. – Can I just reply that the
question was not delivered.

– There are some conceptual errors in what the previous speaker said.

First of all, my university is called Università Cattolica del Sacro Cuore, and it is the largest
private university and widely recognised at the public level in Europe.

Secondly, I have never had any financial relations with the industry. Otherwise, I could never
have even been part of the EFSA, where on numerous occasions I have been attacked on
grounds of conflict of interest, as everything is clear and transparent.

I have been deliberately and continually attacked because I was the first to present, right here,
a report that provocatively, but clearly on the basis of an analysis, a detailed review, predicted,
because this was a prediction, that bees, their mortality rate and their decline, should be
monitored because they might be due to multi-stress effects; this then became the topic of
research in subsequent years, so much so that I now focus on bees, although through a different
method.

I apologise, but a clarification is only fair because I wouldn’t want it to hang in the air, not least
because the material states that this will be made public.

1-065-0000

Maria Heubuch (Verts/ALE). – Chair, I have a question for Mr Van der Sluijs. You spoke of
the IPM system. It’s something I care passionately about. Indeed, we have good European
legislation in the Pesticides Directive 2009/128, in which we established a pyramid, with the
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use of pesticides being the method of last resort. In practice, things are very different, with
pesticides being a part of the system.

We have farming systems that would no longer function without pesticides. We’ve heard a lot
about risk minimisation and the amount of money spent on risk minimisation research. I would
much rather see that money spent on research and training for farmers – of which I am one – to
bring about real change in farming systems. What do you think? You talked about toxicity
earlier and the fact that the more often an organism absorbs a toxic substance, the lower the
dose needs to be to achieve highly toxic levels, if I understood correctly.

How does that work? Is it enough to keep focusing on risk minimisation, or will we eventually
hit a wall? Should we not look away from preventative and towards proactive measures, and
think about restructuring agriculture, in a way which also serves our own interests? Some
Members have already mentioned that we will also have to feed people in the future.

1-066-0000

Jeroen P. van der Sluijs, Professor, University of Bergen & Utrecht University. – I think what
you asked is in line with what I presented in my presentation: that we urgently need a transition
to where we take IPM seriously and not just do some fine-tuning of the non-IPM type of
prophylactic use, because that will never achieve the required massive reduction in toxic
substances in the environment that we need for restoration of ecosystem surfaces that we now
have lost, with all the impacts on aquatic systems and on pollinators.

So all the substances that have the characteristic that their toxicity is amplified by exposure
time and that are year-round in the environment, so the exposure time is permanent over the
whole lifetime of organisms, and then if we know that these chemicals have this property
because they bind irreversibly to receptors in the nervous system, so every next exposure will
create cumulative damage in the nervous system. So there is no safe dose if we know that it has
the property that the toxicity is amplified by exposure time. So these chemicals should just no
longer be allowed, just like we don’t allow endocrine disruptors (in practice we still do, but in
theory we don’t) or carcinogenic substances, etc.

So to this list we should add those substances where the toxicity is amplified by exposure time
and should not be used if they are persistent and year-round in the environment.

I’m not sure that that answers all your questions and I had some difficulties with the translation.
1-067-0000

Maria Heubuch (Verts/ALE). – Just a quick remark. We shouldn’t forget that IPM forms part
of our legislation. So I think we should finally do better at implementing it.

1-068-0000

The Chair. – Message received. I don’t think that there are any objections to this claim.

Panel 2: Recommendations from stakeholders on the current
European Union legislation on approving plant
protection products

1-069-0000

The Chair. – I would propose moving on to the second panel, if I may, as we do not have much
time. We are going to try to follow the timetables strictly and are going to adhere to the same
protocol.

I am going to ask Ms Franziska Achterberg to speak, who will try to keep to the ten minutes
allocated for her presentation. I am well aware of the difficulty of this task, but I know that you
are ready for this speech.
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1-070-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – Thank you very
much and thank you very much to the committee members for inviting me to present our views
and specifically also our recommendations on what should happen in the future. A few words
about Greenpeace. We are campaigning, and we have been campaigning for a long time to
eliminate toxic chemicals from our environment. We have advocated specifically for a ban on
glyphosate – we co-organised the European citizens’ initiatives on that – and for a ban on
neonicotinoids. We are not just out to eliminate specific chemicals that have been found to be
dangerous to the environment or to human health, but we are advocating for a shift in
agricultural practices to ecological farming, where chemical pesticides have no role at all.

Now the committee is looking at the EU’s authorisation system for pesticides in the wake of
the glyphosate controversy. My main message to the committee today is that in principle it is
not flaws in the legislation that we need to address, it is failure to properly implement EU
legislation. I will focus on three areas, each time contrasting the law with actual practice.

The first is something that the rapporteur Member State and EFSA are responsible for, and that
is, in principle, an independent and transparent EU risk assessment, which we find lacking.

The second is the responsibility of the Commission with the Member States – that is, effective
action on dangers identified. And the third is principally the responsibility of Member States
with the Commission involved, and here I will talk about derogations and specifically the
emergency authorisations.

What do I mean by lack of independent and transparent risk assessment?

First of all in the legislation it is very clear. I’m saying the legislation is fine: the rapporteur
Member State shall make an independent, objective and transparent assessment in the light of
current scientific and technical knowledge, which, as we heard, is not always the case.

What we’ve seen in the example of glyphosate is, firstly, that unpublished studies were used.
EFSA has actually stated that its carcinogenicity assessment differed from that of IARC partly
because it used additional, industry-sponsored and unpublished studies. So these studies are not
fully available; only summaries of them are available.

A second point is the lack of independent scrutiny of these studies. The rapporteur Member
State was, in the health risk assessment, very clear about that. They did not have the time to
look into each study, so they looked at the interpretation of the data as presented by the
manufacturers and submitted a comment on that. So basically the starting point was not the
original study but the assessment by the manufacturers, and that did not illicit any response
from EFSA or from the Commission.

When it comes to the second type of data that are assessed in these risk assessments beyond the
so-called regulatory studies that industry presents, of course the risk assessors also have to look
at the peer-reviewed published literature, and here it was even more striking to see how, let’s
say, the rapporteur Member State did not perform its own assessment, in fact it copied word for
word, on three areas that were crucial to the health risk assessment, the evaluation from the
manufacturers straight from the application dossier into the report. So as a result, it is normal
that the EU will miss important information and will make it easier for industry to conceal
potential dangers.

My second point is that when the EU does identify risks, it doesn’t always take action to restrict
these pesticides and to limit the danger but leaves it to Member States instead to deal with those
risks that have been identified at the EU level. Again, my example is from glyphosate. The
assessment here that is shown here is the EFSA conclusion, which has shown a long-term risk
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to non-target vertebrates, specifically mammals and birds, for four out of five representative
uses. EFSA did not highlight that as a critical concern, and the Commission concluded that
there was no need to restrict the approval.

In fact what happened here, in our view, is that the Commission simply discharged its
responsibility for ensuring effective protection of the environment in line with the approval
criteria, and what I would like to also point out to Members is that the Commission has a lot of
discretion on this. It can act also when for one of the representative uses, low risk was identified.
In fact, in its written response to the PEST Committee, the Commission has highlighted that in
cases where the representative uses are all considered safe but there are indications that potential
risks occur for uses different from the representative uses, the Commission may restrict the
approval to those uses which are considered safe according to the risk assessment. So the
Commission has the power to restrict also where, according to the EFSA assessment, there is
no critical area of concern and only one of the representative uses has been found to be low
risk. This is one example – this is about glyphosate. In my written responses I’ve got another
example, and that is neonicotinoids – it has been mentioned before that some uses are still
allowed.

I’m coming to my third point, which is the abuse of emergency authorisations by Member
States.

In fact, since the partial ban – the first set of restrictions – on neonicotinoids came into force in
2013 due to the impact on bees, about half of EU Member States have at one point issued a so-
called emergency authorisation for these chemicals, and Romania is an extreme case. Romania
has systematically, each year since 2013, issued a so-called emergency authorisation when,
according to the legislation (and I’ll bring back the language here), this should be limited to
special circumstances and emergency situations in plant protection.

The Commission asked EFSA to look into this and to see if these authorisations were justified.
EFSA was not asked to see whether an emergency existed, only if there was a need to use these
products. EFSA discounted all non-chemical methods of pest control, and it came to the
conclusion that for Romania, the authorisation of clothianidin, imidacloprid or thiamethoxam
– any of the three – was justified to control Agriotis or wireworm in maize and sunflower in
2017, this having been the case the years before already.

This of course makes a mockery of the EU ban. If this continues and the EU bans certain uses
due to identified dangers for the environment and the Member States simply continue to allow
the use, what’s the point of these actions? So that is very important that action should be fully
in line with EU legislation.

Coming to the recommendations on these three issues: clearly the rapporteur Member State and
EFSA should perform a truly independent evaluation – they cannot rely on the industry’s
interpretation of the data – and all studies must be publicly available. On the publication of
studies, the Commission has moved, it has made a proposal that is now in co-decision; I’ve
made some comments on that in my written responses and we can discuss that separately. In
terms of what a truly independent evaluation means, I think it might be worth the Commission
spelling that out and saying exactly that this means a proper, full analysis of the data, not relying
on the industry assessment and certainly not copying and pasting evaluations from the dossier
into the risk assessment report.

On the second point, the Commission should, of course, consistently restrict or ban pesticides
which can pose a danger to people or the environment. It cannot simply devolve that
responsibility to the Member States.
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Thirdly, the Member States should apply Article 53 on emergency authorisations as intended,
and the Commission should remind them of their obligations. I think, again, here it might be
useful for the Commission to update its guidance, to really tell Member States what they can
and cannot do, and what the conditions are for granting such authorisations.

In summary, there is nothing wrong with the EU primary law. Of course we’ve heard it before:
the risk assessment methods and data requirements need to be periodically updated to reflect
recent science; it must be complete assessment and up to the latest standards. But in terms of
the actual legislation, the 1107 regulation, there’s only two things that I can say to those who
are responsible for risk assessment.

They must keep the manufacturers at arm’s length: that is very important, also after what we’ve
heard again today about ways that manufacturers of course try and influence these assessments
to get a favourable opinion from regulatory agencies. And secondly, those responsible for
taking actual decisions on pesticides should prioritise, as the law says, a high level of protection
of public health and the environment.

There’s only one additional recommendation that I would like to make. I haven’t got it on the
slides, but that is one of the demands that were made also by the European citizens’ initiative,
and that is an urgent need to take the commissioning of studies away from the industry and to
devise a system by which the studies are still paid for by the industry, but industry is not
commissioning them and overseeing the execution. I think that will make the life of risk
assessors a lot easier, and they won’t have to be as careful they have to be today. It is totally
feasible. The Commission and EFSA are not at this point wanting to implement such a system,
but I think the Commission should not ignore these demands issued by over a million citizens
and should look into the options that are available.

1-071-0000

Martin Pigeon, Researcher and campaigner with the Corporate Europe Observatory. – I will
try to be as brief and concise as Franziska has been. My name is Martin Pigeon, as you have
heard. I am working with the Corporate Europe Observatory, which is primarily a corporate
lobbying watchdog, more than an environmental organisation, and therefore that will be
reflected a bit in the way I deal with the issue. Lobbying is a relationship, and the most important
administration for a lot of agribusiness companies in Europe is the European Food Safety
Authority, because they are the one doing the risk assessment. That is the reason I have been
spending a lot of time over the past years examining the independence and transparency policy
of this agency, and I will get back to this later.

A first observation from my work on corporate lobbying is the use of science in lobbying
debates, because everybody pretends to speak in the name of science and industry more than
anyone else. The problem is that when you look at the actual practice of it, we see that they
undermine it while pretending to defend it. And you know it very well in this Parliament,
because that’s the argument that Monsanto used last year to refuse to come here, because they
argued that the assessment of pesticides should be primarily a scientific undertaking – a
procedure which should be strictly scientific – and they have observed with increasing alarm
the politicisation of the EU procedure. My goodness, politicians!

Another interesting extract from the Monsanto papers also shows how industry can relate to
science. Data generated by academics has always been a major concern for us in the defence of
our products. Well, thanks for the giveaway, because that is a very nice summary indeed of how
they do it. We have heard a couple of examples already by the previous speakers, but whenever
an independent scientist reaches a conclusion on a particular product that is dangerous for the
market authorisation of this product, I can tell you that a lot of things happen.
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The more classical way for industry to interact with science for regulatory purposes is what is
described here in this lobbying strategy description by PlasticsEurope – we’re changing topics
a bit, so that it’s not only pesticides. This is PlasticsEurope wondering what they are going to
do with the threat that they have with, for example, this is what is described in the weaknesses:
there is actually scientific evidence showing endocrine-disrupting properties of plastics. Well,
that is a real problem. But they have a strength, which is the willingness and the capacity to
fund further research and the opportunities that indeed scientific research can show different
results on endocrine disruptors, and by polluting the scientific literature in such a way, you gain
time – and time is money. That’s all they care about.

So the thing is that industry manipulation is not perhaps extraordinary – it could even be
expected coming from a commercial entity. But it wouldn’t be as effective if the EU had a
credible and independent science-based system in place to assess the risk of a product, in this
case today of pesticide. But this is not the case. I will quickly go over the main flaws that we
can identify, because Franziska has already described a few of them as well as the previous
speakers. First of all, and that is probably the most important, is a simple resource of capacity.
EFSA, for the panels, has to work with volunteers. They are paid for 60-70 full-time days a
year to be an external expert at EFSA. You get paid EUR 300 a day, more or less, for the days
you are actually attending a meeting. There are a couple of meetings a year and that’s it. So
good luck recruiting top-level experts this way. That actually explains the difficulties that EFSA
is having with recruiting good experts that are independent, and my understanding – and my
permanent issue with this administration – is that they are actually de facto sacrificing their
independence to operational constraints.

The copy-paste scandal Franziska has mentioned is a typical case. You receive an application
with thousands of pages. Well, you cut corners. You take the data that you receive at face value,
and this is what happens: you end up endorsing, word-by-word, interpretation of data that
actually has been written by industry scientists, and this becomes the actual EU evaluation. This
is – and this was done by the BfR and then EFSA – it has a lot to do with capacity again and
again. But not only capacity; I will spare you the defence of EU institutions against that. We
can come back to it later in the questions if you like.

My main interest in the glyphosate debate is that this would not be so bad if independent
scientists could also have a look at all the data that industries submit to agencies, but they can’t,
because the data is confidential. And it is confidential because it is very costly, and because of
this, these studies actually form a very high entry barrier on the pesticides market itself, and
that actually drives market concentration and explains why Bayer is buying Monsanto. You
actually have fewer and fewer companies doing actual research at the moment. On the one hand,
the pesticides will always be complained about, but at the same time it is very favourable to the
biggest members, because it is excluding competition from the market. We need a lot of
research in new molecules, and this is not really happening for this reason – or not enough.

About this transparency and this data secrecy problem: this is the topic of another discussion
that you are having in this Parliament at the moment, which is the review of the General Food
Law (GFL) Regulation, which has been proposed by the Commission. We can talk about it
later, but just to say that in general, it is a welcome move, but the devil is in the detail there,
and we are actually quite concerned by certain elements in this proposal.

A third flaw (and you have discussed this already in this committee) that is very important ...
When I explain this to people who don’t know the issue, they usually don’t believe me. Only
the so-called active substances are assessed at the EU level. The consequence is that what is
used in the real world is not really assessed – it is assessed but extremely superficially, and this
is said by none other than Monsanto themselves in the case of glyphosate. You have probably
seen the briefing by the Monsanto executive to her CEO, saying, ‘you cannot say that Roundup
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is not a carcinogen, because basically we have not done the testing, because the testing on the
formulations is not anywhere near the level of the active ingredient.’ You see that very well in
the list of studies that is required today, as we speak, by Regulation (EU) No 284/2013 – that is
the data requirements for plant protection products for the formulations – acute toxicity,
irritation of skin and eyes and dermal absorption, and that’s it. No chronic toxicity, no
carcinogenicity, nothing long-term. That is a flaw for which you can say, ‘I will tighten it’ more
or less.

A last little poison pill, which is nice to see and very unpleasant to discover, also in secondary
legislation introduced very discreetly in 2012, is that industry can actually access the
conclusions of EFSA on its pesticide two weeks before publication. In the event that there are
any trade secrets left, that is very convenient, if you need to prepare your communication or
engage in last-minute lobbying.

In theory, the system is divided between risk assessment and risk management, but in the risk
assessment phase you end up with public officials from national governments intervening, and
there is absolutely no guarantee that these people are basically not obeying political orders,
because technically that’s meant to be their job. It depends on the countries. Some countries
have independent agencies, and so there you have perhaps more protection, but for example in
the case of the UK, that is not the case. They have actually privatised the food safety that they
had. It has become a private company now.

A last one perhaps, and you have already heard it from the previous speakers, is that the scale
of use is not part of the assessment. That is another way in which you have to match regulatory
science, that is the methodology that is used to grant authorisations on the market, and actual
science. If regulatory science could evolve in the direction of reality, that would be welcome
for everybody.

That said, as Franziska said, there are elements in the core pesticides regulation that are very
important and that industry would very much like you to remove, and in particular those eight
paragraphs that I call the cut-off criteria that define the hazard-based approach for the worst
pesticides. Here I would differ with you, Mr Capri: it is not only about risk. For the worst
pesticides where you cannot actually measure and contain the risk, you have to use a hazard-
based approach, and that is what the industry hates the most.

Probably the most important point in this – what about farmers? At the end of the day, those
are the main users. Farmers have been doing what we as a society have instructed them to do
in the past 50 years, and now we are reproaching them for doing exactly that. I think that is very
unfair. To cut a long story short, you need to come with safety as a first step when discussing a
pesticides evaluation. But the problem is that, if you only take safety into account and not what
farmers care the most about – that is price – you’re missing half of the equation, and that was
actually the main reason why the biggest farmers were opposing the ban on glyphosate: if you
do that, you are putting it in an unfair competition position. And that is true. If you do not tackle
trade and safety at the same time, you are really missing a lot of things. That said, you will see
that the main argument that has been used to re-licence glyphosate was not safety, it was
precisely trade, because the lobbying by the main grain exporting countries like Canada, the US
and Australia, plus the lobbying of the big farmers, has been extremely strong. We understand
that that has been one of the main factors in the balancing act that the Commission has done on
this.

To tackle trade and to introduce trade restrictions would basically acknowledge that agricultural
products are not a market like any other, and that would mean the Commission challenging one
of its most cherished ideological beliefs: that is, that free trade is good for everything. It is not
good for everything. Agriculture is not a market like any other.
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Now to the recommendations. If, as Franziska eloquently said, a proper implementation of the
existing – the main – regulation would be very good. Please give EFSA the resources so that it
can actually become independent from the companies whose product it is regulating. Thank
you for the very numerous questions that I have received in writing. I have responded to all of
them, so a lot of that is tackled in terms of suggestions. But I would like to just end with two
points. One is a quote by a scientist who has actually summarised very nicely how the system
could be made better: ‘The research should be performed much earlier in the process of
authorisation. The evidence should be produced by independent laboratories. The data should
be made available in full to the scientific community and the cost of all of this met by the
producer.’ And I would add ‘through a tax and not by pieces’ so that you do not penalise the
SMEs.

The last bit, and that is coming from my past work on water: an experiment (it is not an
experiment actually, it is a case study from a number of cities, but in Munich in particular, in
Bavaria in Germany). The director of the public water company in Munich realised in the late
‘70s and early ‘80s that they had a severe problem in terms of contamination of their water
resource, so they started subsidising farmers to stop polluting. There was no such thing as
organic agriculture back then; it did not exist. What is really interesting in this is that, about 30
years later, it has been about 10 times cheaper for the city of Munich and the water company to
do that than to pay for the clean-up, because prevention is always cheaper than cure. Of course,
that is not what private pesticide companies want to hear.

Thank you very much, and sorry for having been too long.

1-072-0000

John Chinn, Chair of the Board of Crop Health and Protection (CHAP). – Chair, I am a partner
in my family farm in the UK, where we grow a range of horticultural and arable crops, but I am
here this afternoon in my role as Chairman of the Board of Crop Health and Production, one of
four agri-tech innovation centres set up by the UK Government. We seek to understand the
problems associated with crop health and production and then engage with research scientists
to find solutions. Appropriate and innovative use of plant protection products is central to our
work.

The world population of 7.6 billion people is forecast to increase to 10 billion by 2050. The
great challenge of the 21st century is to produce more agricultural goods from the same area,
whilst protecting biodiversity. Twenty-five per cent of the European landscape is used for the
production of permanent and arable crops, providing a livelihood for 12 million farmers and
workers, and helping to feed the EU population of 512 million people.

We must eat, therefore we must farm. The UN Food and Agriculture Organisation estimates
that without crop protection tools farmers could lose as much as 80% of their harvests to
damaging insects, weeds and plant diseases. Plant protection products combat both weeds and
plant pests and diseases that compromise the cultivation of food and feed. Weeds may be
poisonous to humans and animals, and pathogens such as fusarium moulds are the cause of
some of the most severe fungal diseases in European crops, and produce secondary toxic
metabolites called mycotoxins, which very successfully survive the transition from field to fork
and cause chronic and sometimes fatal effects on animals and humans.

The use of plant protection products to control injurious plant pests brings a direct benefit to
human and animal health and remain crucial in sustainable farming systems. However,
advancements in new, more targeted chemistry, the use of biological control agents, targeted
application technologies and progress in plant breeding and genetics can all combine to ensure
the production of safe, healthy, nutritious, affordable food, with ever-better care for the
environment.
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To illustrate how scientific and technological developments promise a better tomorrow, I can
give you a few examples. We are developing more targeted plant protection products which
will have a much-reduced impact on non-target organisms and the wider environment. On my
farm we used to use chlorpyrifos, an organophosphate, to control vine weevil larvae in our
blueberries, but it also killed earthworms. In many ways it sterilised the soil. Now, we avoid
this ecological damage by introducing nematodes to the crop that specifically invade only the
larvae of vine weevil, leatherjackets and slugs – a hugely successful development of a biological
control agent with very targeted hosts which helps to maintain a living, healthier soil.

We are developing the ability to apply plant protection products only to our target site, be that
a weed or a diseased plant. By fitting cameras to our crop sprayers, we can identify, target and
spray down to the level of individual weeds or diseased plants. This will decimate pesticide
usage on farms, bringing financial and environmental benefits.

The Centre for Crop Health and Protection has developed crop monitoring stations that
automatically collect diseased spores and DNA sequence them.
This can save unnecessary use of plant protection products when there is no disease present,
and inform us of the strain of any pathogen detected so that we can use the most suitable plant
protection product to avoid resistance issues, whilst minimising impact on the environment.

Since the agricultural revolution of the 18th century we have seen continual increases in the
size and power of farm machinery. With this came increased cultivations and resultant increase
in crop yields. However, mixing air into soil oxidises the organic matter which we depend on
to maintain fertility and to support the microbiome. As a result, over the years we have
witnessed increasing degradation of our soils and the plateauing of crop yields. Many
progressive farmers are now literally replacing the plough with glyphosate. This ‘no-till’
strategy prevents soil erosion, preserves biodiversity, and reduces greenhouse gas emissions. It
builds soil organic matter, enhances the soil biome, and is an essential tool for sustainable
agriculture. But, the system is dependent on glyphosate.

This year in the UK alone, thousands of hectares of newly planted oilseed rape are being
ploughed up due to crop failure, or being sprayed with indiscriminate insecticides because of
flea beetle damage following the ban on neonicotinoids. With thousands less hectares of oilseed
rape now coming to harvest there will be a huge reduction in the area of these early flowers
available to bees. It is an open question whether any environmental damage from the use of
neonicotinoids is greater than the environmental damage from banning their use.

The EU approval process for plant protection products is one of the most stringent in the world.
It currently takes over 11 years, requires an average of 200 scientific studies, and cost more
than EUR 250 million to bring a product to the UK market. Rigorous testing and application
protocols are very effective in protecting the public and the environment. However, little
attention has been given to its other aim of effectively supporting productive and competitive
agriculture and horticulture. The fact that the regulation has just started its eighth year, and in
that time has brought only the equivalent of one new active to the market per year, demonstrates
that the approach is failing to deliver for growers. For a regulation committed to help innovation
and support the industry this is a categorical failure that is stifling the availability of safer, more
effective, and lower risk pesticides. This is particularly keenly felt in our smaller horticultural
industry, where the UK has access to even fewer actives than most other countries in the EU.
If the current regulation is ever to deliver on its objective to safeguard European agricultural
production and competitiveness, then an urgent and major rethink of the Regulation is required.

Under the precautionary principle, the Commission may ban the use of a plant protection
product if the risk associated with its use cannot be determined with sufficient certainty as
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identified by a scientific and objective evaluation. This requirement has been particularly
challenging to prove, and so, the Centre for Crop Health and Protection has built an e-flows
mesocosm at the National Agri-Food Innovation Campus near York in the UK. The mesocosm
is an outdoor experimental system that examines the natural environment under controlled
conditions. In this way, mesocosm studies provide a link between field surveys and highly
controlled laboratory experiments. The mesocosm includes controlled water courses and other
features to record impact on field edges. This is exactly the sort of development that our industry
needs to take, and is taking, to generate public confidence around the use of plant protection
products.

The collection of even the very best data about pesticides on exposures, effects, distributions or
persistence, will never answer the concerns that some people have about their use. And non-
rational myths do for social and political changes. Scepticism about received truths has long
been a common attitude in opinion formers. Please, EU regulators need to rise above this.

With the arrival of artificial intelligence and automation, farming is on the brink of a
technological revolution that will greatly reduce our use of plant protection products. But, as
we work towards a better tomorrow, we need the regulators to speed the approval of new, more
targeted chemistry. Legislation needs to balance the impact on improving crop productivity
against a science-based risk assessment, rather than just hazard awareness. Consider household
bleach, a highly toxic and hazardous product. Yet, on an appraisal of the benefits from germ
control and the ability to wear rubber gloves when handling the product, it is approved and can
be found in most households. Can we, should we, draw comparisons to the approval process
for plant protection products?

There is no ‘holy-grail’ answer to healthy food production. Within the EU our food is all
nutritious and safe, but some production systems won’t be affordable for everyone, and not
being able to afford food will affect people’s health and longevity.
1-073-0000

Norbert Lins (PPE). – Chair, I actually just have a short question for Ms Achterberg. I don’t
fully understand whether we’re talking about improving the approval procedure, or whether
this is about the overall campaign to ban pesticides? To put it simply, what kinds of chemical
pesticides would you accept?

1-074-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – I think there were
two questions. I think my presentation addressed the question of how the EU authorisation
system can be improved. I was addressing the point of how the actual criteria in the EU
legislation are being respected. This is what I was asked to present today.

On my background, which I highlighted earlier, Greenpeace’s approach to pesticides: yes, we
do take the view that there are pesticides for which all the adverse effects – or many of the
adverse effects – have been identified and action can be taken. And then there are these new
pesticides – and the gentleman before talked about new targeted chemistry – for which, very
simply, the EU, much as other governments in the world, is faster to approve than to actually
know everything about their impact.

That is why, as Greenpeace, we want both. We want the proper application of the law, meaning
that where we have enough evidence to know about the dangers, pesticides are restricted or
banned in the long term. I know that this is in the longer term because the immediate objective
must be to minimise and to reduce pesticide use – this was talked about earlier – because the
overall chemical burden on the environment is just not sustainable.

Coming to the other point of food production: it will simply not allow us to produce healthy
food into the future. Our perspective on this overall use of pesticides is simply that more
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pesticides are being introduced and they are safe so long as the impacts are known. With time,
very likely the impacts will be known and there will be action taken to withdraw them or not.
Each time it will be a battle and it is just not worth it. We are polluting our environment with
pesticides that shouldn’t have been used in the first place.

I think that the history of neonicotinoids is a very telling one. Yes, chloropyrifos and
organophosphates are certainly a problem. That was very clear. The research was coming
together. The manufacturers came up with this fantastic new product, neonicotinoids – much
more toxic, used in a different way, smaller quantities put directly around their seeds – and they
claimed that it was safe and targeted. Well, it wasn’t. It turned out 15, 20, 30 years later that it
wasn’t. And that’s what I hear constantly from my colleagues in the scientific unit, which I’ve
also presented in the written responses.

This is what happens time after time, which is why, from a scientific perspective, it makes no
sense to go and replace one molecule with another time after time and to say: ‘yes, we just need
a new one’. No, we already have a lot of them in the environment and the residues turn up in
places where the pesticides were never used. So we need to take action to preserve the
environment, and that’s not a question of just the environment. We depend on the environment
and we depend – farming depends – on a healthy environment, healthy soils, and clean water.
That is why, on a scientific basis, we also say that we must get away from chemical pesticides.

1-075-0000

Bart Staes (Verts/ALE). Chair, during the very first hearing of our committee, the committee
immediately reached the conclusion that the authorisation process for active substances takes
place at EU level and the authorisation procedure for products takes place at Member State
level. During the discussions in this PEST Committee, we have discovered that these products
can produce synergistic cumulative aspects that make these products more dangerous or even
more harmful than the active substances themselves.

On the other hand, thanks to the hearing we had here with national experts, we know that
Member States or that some Member States are, in any case, unable to carry out an adequate
evaluation of those products and certainly not of all products. They do not have the means, the
staff, the financial resources, and often not even the expertise. I would like to ask Franziska
Achterberg and Martin Pigeon - they may choose which, or maybe both - how would you solve
this problem?

1-076-0000

Martin Pigeon, Researcher and campaigner with the Corporate Europe Observatory. – It is a
difficult question, thanks for asking it. It is all the more difficult in that it is also a political
question, because some national agencies have capacity and, actually, better capacity than what
we have at EU level. So the easy, common-sense answer would be: let’s team up and pool what
we have that works and try to work with this. The danger is the temptation to streamline
everything so that everybody speaks with only one voice. We know that in the case of other
compounds, for example bisphenol-A or isobutane, EFSA didn’t like that, for example the
French national food safety agency or the Danish food safety agency came out with a different
opinion than theirs. I think this was very healthy and should be kept.

They’re talking together all the time. They’re working together, they have these networks that
are established. I am not very familiar with the system to be honest, but again I think a lot of it
boils down to the capacity that we have at the EU level. If you want the EU level to work better,
we also have to give ourselves in the EU the means for this to happen. Again, people don’t
always realise that what EFSA is doing is only literature reviews. There is no science done at
EFSA, they don’t even have access to the samples of the product.

So if at least they could have that to start with and then be given a bit of budget to do science,
then to articulate their research needs with research funding that is very abundantly provided
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by the EU but by DG Research for the next framework programme, because there is a big
mismatch between the two and that is also a political issue.

A lot of the political drive underpinning the next horizon Europe programme is innovation, but
we also know that one of the reasons that way EFSA finds it more and more difficult to find
independent experts to do the job is because the EU’s and also national research funding
policies force public-private partnerships between academia and businesses, so that scientists,
public scientists, must make a partnership with businesses to be able to have the rights to access
public research funding.

This is a major political victory for business to have been able to impose that; so this is a matter
on your plate at Parliament. Horizon Europe is going to be debated in the framework of the
MFF now, by all means try to keep in mind that public-private partnerships can be good for
product development, but when it comes to risk assessment they are deadly. That’s my two
cents.

1-077-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – I’m not sure that I
understood the question. Is it about a lack of expertise in national risk assessment agencies so
they are not able to serve as a rapporteur Member State, or to fully assess in the best possible
way the formulations that they are supposed to assess at the end of the process?

1-078-0000

Bart Staes (Verts/ALE). – The latter one. We see that national Member States do not always
have – as Martin said, some have, some don’t – the expertise, the financial means, the staff to
properly assess the plant production products, which have can have cumulative synergetic
effects and which can be more dangerous and more harmful than the active substances as such.
My question was: how do we remedy the whole system in the sense that now one thing is at EU
level and the other is at national level.

1-079-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – Now I understand.
Let’s put it this way: in principle, of course, each of these agencies should be equipped to do
their job – right? – and they should do it to the best possible level.

There have been proposals – and they have come from EFSA and from the Scientific Advice
Mechanism – to put everything into the hands of EFSA and to just have one well-staffed, well-
trained, well-equipped risk assessor for both the active substances and what is not yet assessed,
but should also be assessed normally at EU level, the safe use and synergies and co-formulants
and also all these formulated products.

I am hesitant to say that this is a good thing. On a conceptual level, it is a very good thing. You
have everything in-house. You know much more about the active substances by knowing
everything about the formulations, where they were used etc., the potential level of use, how
many of them are available etc. On a conceptual level, this is attractive. On a practical level,
given what I said earlier about EFSA’s approach – and I would say specifically also to copying
and pasting, which EFSA endorses – copying and pasting from the manufacturer is not a
problem for EFSA, as long as the risk assessor agrees with whatever the manufacturer said.

So on that perspective with the EFSA we have today, which does not take sufficient distance
from the industry and which does not recognise a problem when the risk assessment is basically
a copy-paste from the manufacturer’s application, I am hesitant to say that EFSA should do this
job. If it was another agency, perhaps, but EFSA isn’t, at this point, equipped to do that.
1-080-0000

Guillaume Balas (S&D). – I am speaking instead of Simona Bonafè, who would like to
apologise because she could unfortunately not attend.
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First of all, I have a question for Ms Achterberg and perhaps Mr Pigeon. The industry and
farmers often say that the number of active substances available is falling (this has been said
here before), leaving them with fewer tools for working their fields. However, when you look
at the figures, in particular, the 2011 ones (the European Commission itself said this on 19 June
this year), there were 427 molecules available and, in 2018, there were 474, which therefore
makes 47 extra molecules, if my calculations are correct. How can this myth that there are fewer
and fewer molecules available be explained now, when more and more are obviously being
authorised? I cannot grasp this contradiction for the life of me, so that’s why I’m asking you
the question.

Secondly, Chair, you will recall that we went to visit EFSA in Parma together and that we had
a discussion with the agency at that time. EFSA defended itself of course (which is
understandable), but it said two things to us which were very interesting. Firstly, it said that it
follows orders properly and that it follows orders from the European Commission about
assessments. I remember a discussion with one of the officials at EFSA who said that he had
only ever been asked a single question about glyphosate, which was whether he knew whether
glyphosate was carcinogenic. He answered that he did not think that it was. He had not been
asked questions about its impact on the soil, whether its interaction with other substances,
particularly those used for Roundup, could pose a problem and more. There is clearly an issue
to be considered here, which is very important in the chain of command. For this reason, I will
put a question to Ms Achterberg or Mr Pigeon about the independence of the studies. There is
every reason to think that it is right and proper for the polluter to pay. Essentially, there is every
reason to think that there is nothing abnormal about it. It is clear that there is a problem relating
to EFSA’s ability to act independently in carrying out its own assessments, either due to
contradictory protocols, with independent experts, in particular, and not experts from the
industry (however, there was a conflict in any case), or with its own experts. And, as a result,
this causes all of the financial problems which were mentioned in relation to public investment
choices today.

My question, which is extremely important, relates to finding out whether you currently think
that EFSA is able to sufficiently draw on independent studies or whether, due to the economic
system itself, it has to rely on industry studies? Because otherwise, it would all be wishful
thinking.

1-081-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – Thank you for these
questions. I think the first question is a question for the gentleman next to me. He just said again
that there was a lack of substances, only one new active substance was coming in in a year, and
this is why we need a major rethink of the regulation. Clearly it is not the case that the number
of active substances is decreasing, in fact it is increasing. The number of approved substances
in the European Union is increasing.

My interpretation is that if some people claim that the number is shrinking, and that the farmer’s
chemical toolbox is shrinking, this is with one purpose, and that is to pressure the EU to relax
the rules. This is also how I understood the gentleman.

On the second question, on whether EFSA is capable of basing its work on independent studies
only. Two types of studies are being looked at. This is the peer-reviewed independent literature,
which is absolutely vital to look at and to have a complete overview of and really seriously to
scrutinise those results. But then there is the other part which independent scientists actually
cannot do without major funding, and that is these long-term studies, tests on animals
essentially, to bring out the chronic effects. I was told that each study costs a million euros, so
with these funds at this point it is impossible for universities to do this. So studies need to be
financed by industry, but, as I said, not commissioned by industry, because what has been
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shown time and again is that the data that is generated is checked for compliance with good
laboratory practice, so the data tables might be correct but the interpretation of the data, the
analysis, the summary and the presentation to regulators is in the hands of either laboratories
contracted by industry, or the industry itself.

All sorts of things can creep in there. This is where bias can arise and that’s why the easiest
thing would be to have a mechanism by which studies are commissioned by an independent
body, not necessarily the one evaluating the studies later so that should not be EFSA, but they
should be financed by the industry, but that independent body must be responsible both for the
commissioning and for overseeing the execution of the studies.

1-082-0000

Martin Pigeon, researcher and campaigner at the Corporate Europe Observatory (CEO),
Brussels, Belgium. – Franziska Achterberg has already answered the question on the number of
molecules and perhaps Mr Pigeon would like to do so afterwards. I will therefore not touch on
it.

As to your question, Mr Balas, there is actually a specific problem relating to new products,
which have not been placed on the market yet, and which, by definition, cannot undergo
independent studies, as only the manufacturer has access to the product. We are effectively
forced to work like this.

The question about EFSA’s resources has already been asked. EFSA can currently only work
on the basis of the data that it receives, whether it is from the industry or universities,
incidentally. This is an initial problem.

Last year or the year before (I do not remember anymore), the pesticides lobby published a
study, some of the results of which you heard about in my neighbour’s speech, incidentally, on
assessment costs, as that industry complains a lot about the significant costs that it has to bear
in order to get its products approved. If I go back to the figures in the report, you will see that
the industry spends approximately half a billion euros in approval fees per year, which is a lot.
However, it was also very interesting to find this out, as it is money which it must spend anyway.

Therefore, from the time when this cost (which is a cost, not an investment, meaning that it is
not eligible for intellectual protection on investments) has to be approved, why is industry left
in complete control? Because this is the problem. From the time that it has the weight of the
evidence, it is in control. This is the system which applies today. However, a system simply
needs to be put in place (through a tax rather than through a pay-as-you-go system, which would
redress the unequal playing field that I mentioned in my presentation) and created, such as the
one that incidentally exists in the financial system, where, like in France, the financial markets
authority is partially financed by a tax on derivatives, to enable it to do its work. I don’t think
that this would be very difficult to devise.

The only problem is at a legislative level: in order to introduce a tax at European level, there
needs to be unanimous agreement from the Council. Right... Afterwards, lawyers are
responsible for seeing how a system could be invented, which would work based on these
methods, but I think that we have a lot to gain from it. EFSA would have a lot to gain in terms
of expertise, stability and ability to undertake long-term research and build real in-house
expertise, giving it considerable clout. I think that everyone would have something to gain from
it.

1-083-0000

The Chair. – There is also perhaps the formula for the charge. This is another matter, but it
will be included in the proposals which form part of our work. I think that, indeed, the issue of
resources arises. It is an issue of opportunities to obtain resources. There are wonderful avenues
to pursue, which could be operational quickly.
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1-084-0000

Anthea McIntyre (ECR). – I would like to address a question to Mr Chinn. I have to say I
found the presentation fascinating because I think it is really helpful to this committee to hear
someone with practical experience, with an encouraging future for us, because I think we are
very concerned to see how we can improve the environment and how we can reduce the use of
pesticides, so Mr Chinn has given us some very practical ideas.

I have two questions. You said we are developing more targeted plant protection products which
will have a reduced impact and I think, as far as I understand, that needs to be linked to new
technology. I would just like to ask you to expand a bit more on what can be achieved and how
that will work, but I have a concern. I didn’t hear you calling for the regulatory process to be
reduced or not to not have rules, what I understood you to say is that we needed to speed things
up, and put that way it seems that we could be benefiting from safer, more effective, ‘lower-
risk pesticides’ I think you said, if we could just get them through the system. I would be
interested to hear your comments on that and generally on the idea of new chemistry and new
technology.

1-085-0000

John Chinn, Chair of the Board of Crop Health and Protection (CHAP). – If we start with
talking about targeted chemistry, we generally know at a fairly early stage in the chemical’s
development, which part of a plant’s pathway it will interrupt to cause the death of the plant,
and having that knowledge will help us to make an opinion on whether this is likely to be a
safer chemistry or less safe. I believe that the regulatory authority could fast-track chemistry
that appears to be safer, because that is exactly the chemistry that we need to get out on farm as
quickly as possible.

When we come to new technology, there is an overlap between new technology and targeted
hosts, because in my example of the nematodes we used to control vine weevil in our
blueberries, the nematode is a live animal, basically. It is a grub, and we can apply that to the
crop, and the grub specifically looks for vine weevil larvae, leatherjacket larvae or slugs, and
those are the only three hosts that it invades. That way of controlling a problem to me seems
absolutely the way that we should be trying to go.

I would like to really clear up what I see is sometimes a misunderstanding of the difference
between a biopesticide and a biological agent. A biopesticide is a pesticide that has been derived
from a plant. Some of these biopesticides can be extremely nasty. I don’t believe there is
anything nice about a natural poison that makes it better than a synthetic poison. They are all
poisons. Biological agents are like my nematodes, and they are much more specific.

So, in terms of new technology finally, the way that we are going where we can put cameras on
the sprayer boom and we can specifically treat individual weeds or diseased plants will hugely
reduce the amount of pesticide that we need to apply. I just can’t think that that is anything but
good for the farmer, economically, and good for the environment, and certainly it will result in
hugely-reduced residue levels in the food.

1-086-0000

Ulrike Müller (ALDE). – Ms Achterberg, In June, Greenpeace succeeded in another publicity
stunt. In Berlin, they turned the Victory Column roundabout into a sun by pouring 3000 litres
of paint onto the road around it. The paint, Spinelli yellow, was supposedly chosen as it is
environmentally-friendly. I have the safety data sheets for two such paints here; thanks to
REACH and CLP, the information can be found in an easily understandable format. On one
data sheet it says: ‘Avoid contamination of soil, sewers and bodies of water.’ On the other,
under persistence and degradability, it says: ‘Not biodegradable, do not empty into drains or
surface or ground water, do not allow to enter the subsoil or soil, retain and dispose of
contaminated water.’ In the Tagesspiegel newspaper, one of your speakers was quoted as
saying: ‘It’ll be gone with the first rainfall.’ The Berlin city cleaning services, however, required
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135 000 litres of water to clean it up, all of which subsequently needed to be treated. Lastly,
according to Berlin’s Minister for the Interior, the stunt caused three traffic accidents.

My question for you is this: do you believe that your organisation, of all things, is the best
advisor on the responsible use of substances and the correct assessment of hazards and risks?

I’d also like to ask Mr Chinn a second question. We would all like to see the quantity of plant
protection products used being reduced but we know that fungal attacks can also pose public
health risks. Could you explain in a little more detail what options currently exist for plant
protection and which alternatives can be expected in the future?

1-087-0000

The Chair. – Ms Muller, I appreciate that the election campaign will begin soon, but the issue
is making progress with the report, which must be voted on in December. I am not convinced
that the first question will move the debate forward, if I may say so. I appreciate your demands,
but as time is pressing (it is already 17:38 and we stop at 18:00), if I may, I propose that the
second question is answered. Maybe see you a little later in the refreshment area to discuss it if
you wish (if I may and if that’s alright with you), because, otherwise, I’m worried that there
won’t be time left for everyone to speak. Mr Chinn, if you could maybe answer the second
question?

1-088-0000

John Chinn, Chair of the Board of Crop Health and Protection (CHAP). – Chair, the exciting
thing about the development that Crop Health and Protection Ltd is developing with the crop
monitor stations is that we have automatic spore traps on these stations and they are filtering
the air continuously and therefore picking up when there is a spore, so that could be a fusarium
spore, it could be whatever.

Interestingly, about the spore traps it doesn’t have to know what goes into it, that that spore
goes into a device that we call a MinION which is connected to a computer and it sorts out the
DNA sequence of what it is that it called and then sends that coded message via a mobile phone
to people that know.

We have these stations across the country and we are monitoring the whole time so we don’t
need to apply the protective fungicides in the way that we are at the moment, which is something
that I think my colleagues will agree is a good thing, and then as soon as we pick up a spore,
which may well be fusarium, which is one of the nastiest fungal disease we get. But if we pick
up a fusarium spore we will also know exactly what strain it is and, therefore, we will also know
what the best chemistry to use to minimise any chance of resistance in that organism is and also
to have the minimum impact on the environment. So, you know there really is an exciting
tomorrow.

1-089-0000

Anja Hazekamp (GUE/NGL). Chair, before this committee has finished its report, legislation
in two other important fields will be amended, namely the General Food Law Regulation and
the legislation on plant protection products, I would like to hear from Ms Achterberg or Mr
Pigeon whether these laws, as they are on the table, already meet the wishes you have, for
example to increase transparency. Are these two documents already ready, in order to assuage
all your concerns, or is there much more to be done, and what can this committee further add
to this report?

1-090-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – Our assessment has
always been that the general food law at this point allows for sufficient transparency of study
results and of everything that risk assessors look at. The pesticides regulation now has a long
list of things that cannot be normally made public; this is probably excessive.
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With the proposal – and I think that’s what you are referring to from the Commission – one big
thing is changing, and that is that the Commission is trying to introduce an obligation for EFSA
to publish all underlying studies, all the industry studies that are not public at this point, before
EFSA issues an opinion taking those studies into account. That is a very good move. What we
have seen, however, is that there are elements in this proposal that risk impeding our rights
today to access to information.

So today we have the Aarhus Regulation and we have rules on access to documents that give
us very broad access to information upon request. There need to be several amendments to the
proposal to make sure that these rights are maintained. That is our main concern.

1-091-0000

Mireille D’Ornano (EFDD). – On 15 May this year, I put questions to the ECPA (European
Crop Protection Association) about neonicotinoids. In its response, that lobbying organisation
stated (and I quote): ‘EFSA has assessed more than 500 scenarios and has calculated that in 4%
of these scenarios, there is an increased risk which cannot be excluded’. Right, this means that
for the other 96%, they are safe to use. Very surprised all the same, I wrote to Commissioner
Andriukaitis to ask how the Commission could justify deciding to support a ban on the three
neonicotinoids if, as this lobby says, they are safe to use in 96% of the scenarios considered.

The Commissioner replied on 24 August this year. I have this reply to hand and it states the
following: ‘their safe use in all these cases has not been proven, so the Commission does not
agree with the claim from this lobbying organisation stating that they are safe to use in 96% of
the scenarios considered’. So, in conclusion, I would like to ask you: either the Director General
of the ECPA made incorrect statements in a special commission hearing or the lobbying
organisation was lying.

My question is directed to Mr Pigeon. Do you think that lobbying  organisations which lie
should be banned from entering Parliament’s premises, as was decided in 2017 for Monsanto
lobbyists?

1-092-0000

Martin Pigeon, researcher and campaigner at the Corporate Europe Observatory (CEO),
Brussels, Belgium. – Yes.

1-093-0000

Anthea McIntyre (ECR). – I would just like to put one more question to Mr Chinn. You talked
about ‘a poison is a poison’, and there are some things that are better than others to spray, and
yet there seems to be a move to say that synthetic chemicals are bad but anything that is a
natural substance is okay. So it is okay to use copper on vineyards, because that’s a natural
thing, but it’s not okay to glyphosate. I just would like to hear your views on that.
1-094-0000

John Chinn, Chair of the Board of Crop Health and Protection (CHAP). – I have some quite
strong views, bearing in mind that copper is element number 29 on the periodic table, and you
only have to go to element number 33 to get to arsenic. If we use the same logic, do we really
think we might spread arsenic on our vineyards?

1-095-0000

Martin Pigeon, Researcher and campaigner with the Corporate Europe Observatory. – Your
industry used to.

1-096-0000

John Chinn, Chair of the Board of Crop Health and Protection (CHAP). – Yes, it used to, but
it doesn’t any more. Should it use copper? No, it should not because it is a harmful product.
Strychnine is a most horrible poison. It is naturally occurring; it comes from the seeds of the
nux-vomica tree. It occurs naturally, but it is a most dreadful poison. So just because something
is a naturally occurring poison, that it no way makes it better than a synthetic poison.
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1-097-0000

Martin Pigeon, Researcher and campaigner with the Corporate Europe Observatory. – I just
wanted to react very briefly to this, because of course a poison is a poison. It just happens that
in general the poisons extracted from nature are biodegradable. That makes a huge difference.

1-098-0000

John Chinn, Chair of the Board of Crop Health and Protection (CHAP). – Can I just add
briefly to that: if you took arsenic or strychnine you would be dead, and it wouldn’t matter how
quickly it broke down in the environment?

1-098-5000

The Chair. – Ms Simón-Delso, do you have anything to add?

1-101-0000

Noa Simón-Delso, Doctor, veterinary medicine and researcher at the Belgian Bee Keeping
Centre for Research and Information (CARI), Louvain la Neuve, Belgium. – I just wanted to
say that indeed normally the substances that come from nature are never persistent. That’s the
main difference actually.

1-102-0000

The Chair. – That is well known.

1-103-0000

Mireille D’Ornano (EFDD). – My second question is directed to Greenpeace. As you may
know, the main objective of the CAP, as set out in Article 39 of TFEU, is as follows: ‘to increase
agricultural productivity’. The words ‘environment’ and ‘biodiversity’, and even worse, the
words ‘quality’ or even ‘health’, do not appear anywhere in this article. Therefore, as the
European Treaties are at the top of the hierarchy of European Union rules, this principle that
the prime objective of the Common Agricultural Policy is productivity is actually imposed at
all levels of the European Union and in all of the decisions being made, which is logical.

My question is therefore: Do you think that this objective of productivity inscribed in the
European Treaties is conducive to protection of health and the environment?

1-104-0000

Franziska Achterberg, EU Food Policy Director, Greenpeace Europe. – It is not my
understanding of the common agricultural policy that it impedes measures to improve the
environment. The greening measures, etc. – all of that has been introduced with an
environmental objective, and you can surely do a lot more also to introduce incentives to reduce
pesticide use, etc. I do not see a contradiction: just because that one objective is mentioned, it
does not mean that there cannot be an objective also to conserve the environment.

1-105-0000

The Chair. – I think that Ms D’Ornano was referring to the original texts from the reform
which have actually not changed, and today it is clear that over the 54 years of the CAP, the
focus has shifted in terms of its relationship with the environment and human health and I think
that this is good, even though, in my opinion, it is not enough. I think this is what you were
trying to refer to and we have noted your response. Ok, I propose leaving it there. I would like
to thank you and commend the most resilient members for staying until the end of this session.
I would like to express my gratitude to the members of the two panels for their speeches and
the accuracy of their remarks. I would also like to thank you for having been concerned in your
speeches about our future work, namely taking measures in relation to the protocol for
authorising molecules and amending it, and I think that there were a good number of aspects
which were relevant. As there is still a tiny bit of time left and as I promised at the start of the
session, I would like to give the floor to Mr Baum, if he agrees, so that he can take a few minutes
to tell us what has happened. It’s a difficult task, but if you wish to do so, Mr Baum, I give you
the floor to speak during this stage of our work and to give us another perspective on it, in light
of what is happening on the other side of the Atlantic.
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1-106-0000

Anthea McIntyre (ECR). – Excuse me Chair, we have an agenda. You have cut the panel that
we just been having short in order to put an extra item on, and it started late because the previous
panel went on. So we have an agreed agenda and you have just ...

1-107-0000

The Chair. – Ms McIntyre, as usual, you have not properly listened to what I said at the start
of the session, namely that once we come to the end of agenda, I will invite Mr Baum to speak.
This is the case, as the first panel has spoken, and I have no further requests to ask a question
from the members present in the room. I looked at Mr Staes to see whether he wanted to speak
again, and he shook his head, meaning that he has all of the essential information that he needs
to draft his report. The second panel has also finished. There were no particular remarks at that
time. As we have come to the end of the agenda, I have just thanked our panel and thanked the
members, which includes you. You have unbelievable resilience; I don’t know whether it’s
thanks to glyphosate or to Roundup, but you have shown that you can withstand anything.

As expected, I invited Mr Baum to reflect for a few minutes on this issue (which is always
interesting, as the world is a big place). There is Europe, of course, which is essential, but I
think that you cannot be oblivious to what is happening on the other side of the Atlantic. This
informs our work because, unfortunately, as we have heard, pesticides are highly volatile and a
legitimate issue in one part of Planet Earth is just as legitimate everywhere else. I therefore
maintain that if you want to speak, Mr Baum, now is the time to do so.

1-108-0000

Michael L. Baum, Attorney. – Chair, this is a remarkable group of people, who are looking to the
future and health of our humans, our animals, our insects, our fish, the microbiota, it is incredible
that all of you are so concerned about the overall welfare of our biosphere in general.

I’d like to say that in the US we have just had a trial for an individual who has non-Hodgkin’s
lymphoma as a result of excessive use in spraying of Roundup and a jury found in our favour for
USD 289 million, USD 250 million of which was for punitive damages for the malicious and
deceitful conduct by Monsanto in manipulating the science for at least 20 years. They knew early
on, as early as 1999-1998, that there were studies showing that there was DNA damage being
induced by Roundup and glyphosate and they had the studies reviewed and analysed internally by
one of their own hirees and consultants.

He corroborated that problem and they buried it. They didn’t pass it along to the EPA, they didn’t
pass it along to EFSA, they didn’t pass it along to anybody, they had ghost-written a different story
that conveyed that there was not a problem, and that review has misled EFSA and the world for 20
years.

Much of this information came out in the trial. I have made the trial transcripts and all the evidence
that was submitted at the trial available on my website, which is baumhedlundlaw.com. You can
get there by googling Baum Hedlund and Monsanto papers, we’ve added to the Monsanto papers
recently, adding new documents, adding admitted exhibits plus the transcripts to the trial in the
opening arguments. I think that the work that’s being done here to look at whether the science that’s
been provided to the regulatory agencies is valid. I think the documents that we have declassified
and circulated show that it hasn’t been sufficiently considered, and I think that the suggestions to
get the raw data from studies as opposed to these industry-spun summaries is crucial and an
excellent idea.

I think that the recommendations to have studies being commissioned by an independent agency
and then funded by the producers who are profiting from them is an excellent idea. These are steps
that I think will help. I got into this type of litigation at first as a result of concern over the pollinators
and what I’ve heard about the neonicotinoids is just scary. I’m concerned about those and I’m
concerned about continued exposure to glyphosate in a way that people don’t know about the risks
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associated with it and I’m going to do everything I can to see to it that more documents are
declassified, and that the actual risks are known. I’m happy to answer any questions.
1-109-0000

The Chair. – You see, Ms McIntyre, it was not such a big deal in the end. It was important to
invite someone from the other side of the Atlantic, who works on issues that some of us deal
with, to speak for a few minutes, to the extent that we still have time.

As I had said at the start of the session, Mr Baum is providing USB sticks to anyone who wants
them. You can maybe also use them as the entire process unfolds, as the idea is to always learn
more in order to make progress and provide an ambitious report, on which we will vote on 6
December this year.

I would like to thank all of you, and particularly, of course, our panellists, for your participation
and your contributions.

I would like to make use of the few seconds remaining to me to also thank our interpreters,
without whom our work would not be possible. Thanks to all of you, and good work.

The meeting closed at 18.00.
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