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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.



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.



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.



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



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.



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



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



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?



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.



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 –



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.



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.



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.



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



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



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?



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.



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,



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.



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



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



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



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.



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?



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.



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.



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.



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



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.



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



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.



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



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.



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.



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.)


