


 



 
 

 

 

 
DIRECTORATE GENERAL FOR INTERNAL POLICIES  

POLICY DEPARTMENT A: ECONOMIC AND SCIENTIFIC POLICY  

 

WORKSHOP 
EU’s Pesticide Risk Assessment 
System: The Case of Glyphosate 

Brussels, 24 May 2016 

PROCEEDINGS 

Abstract 

This report summarises the presentations and discussions of the workshop on the 
“EU’s pesticide risk assessment system: the case of glyphosate”, held at the European 
Parliament in Brussels on Tuesday, 24 May 2016. The aim of the workshop was to 
provide background information and advice for the Members of the ENVI Committee 
on the effects of glyphosate on human health. 

During the first part of the workshop, the EU policy context and the state of play of 
the issue were presented. An update on the environmental effects of glyphosate on 
biodiversity was also given. Moreover, the status of the precautionary principle, a legal 
principle which underpins the use of this substance, was discussed. 

The second part of the workshop focused on the challenges and options based on the 
available research and evidence. The different findings of the IARC and EFSA were 
presented. In particular, the different methods of the evaluation, as well as the 
difference between hazard assessment and risk assessment, were covered during this 
session. Furthermore, the ongoing ECHA’s evaluation of glyphosate, which is being 
carried out under the CLP Regulation, was illustrated. 

Finally, the perspectives from civil society and doctors were also taken into account. 
While the divergences during the sessions showed how polarised the issue is, it was 
outlined that a decision on the glyphosate matter would be crucial in order to bring to 
an end a situation of uncertainty. 

This workshop and the respective document were prepared by the Policy Department 
A at the request of the Committee on Environment, Public Health and Food Safety. 
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EXECUTIVE SUMMARY  

On 24 May 2016, the Committee on Environment, Public Health and Food Safety (ENVI) of 
the European Parliament held a workshop on “EU’s pesticide risk assessment system: the 
case of glyphosate”. The workshop was hosted by Mr Alojz PETERLE (MEP), co-chair of the 
Health Working Group within the ENVI Committee. 

Mr PETERLE opened the discussion by highlighting that the aim of the workshop was to 
provide clarification on the alleged carcinogenic properties of glyphosate. He introduced 
the context of the debate on glyphosate, one of the most widely used pesticides in the EU, 
and in particular the different findings of the International Agency for Research on Cancer 
(IARC) as well as the European Food Safety Authority (EFSA) studies. Mr Peterle also 
stressed the relevance of the issue for European Union citizens. 

Ms JULICHER, Director for “Food and feed safety, innovation” (DG SANTE) started the first 
part of the workshop, which focused on the EU legal and policy context, by setting out the 
overall regulatory framework. In particular, she explained the process of the active 
substance approval at EU level, and the subsequent plant protection product authorisation 
at Member State level. She concluded that the EU regulatory system is robust and that the 
steps taken to authorise a substance such as glyphosate are solid and well-based.  

Dr PIEPER of the German Environmental Agency (UBA) then spoke about the 
environmental risks of glyphosate. After briefly explaining how the risks stemming from 
glyphosate are assessed, Dr Pieper outlined the direct and indirect effects of glyphosate on 
biodiversity. Stressing the need for mitigation measures in order to approve glyphosate, 
she underlined that successful risk regulation is possible, reasonable, and essential to 
protect biodiversity.     

Dr DOUMA of the Asser Institute concluded the first part of the workshop by addressing 
the precautionary principle. In particular, he explored the origins of the principle, how it 
was codified in EU law and how it was later employed in the Commission Communication 
of 2000. Finally, by recalling two examples of European Court of Justice case law, Dr Douma 
concluded that the EU institutions are obliged to either apply the precautionary principle 
where the risks are uncertain or to provide adequate motivation if it is not applied. 

Part Two of the workshop was opened by Mr TARAZONA of EFSA. He started by outlining 
public health assessments for pesticides, namely the difference between hazard 
identification, hazard characterisation and potency, exposure assessment and the risk for 
consumers. Mr Tarazona then introduced the results of EFSA’s assessment concerning the 
glyphosate case, underlining that a public health assessment is not only triggered by 
carcinogenicity, but also other toxic effects. He stated that the Toxicological Reference 
Values proposed by EFSA offer a high level of protection, and also cover the effects 
considered relevant by IARC. On the basis of these results, EFSA concluded that no health 
concerns for European consumers could be linked to the use of glyphosate.  

The second speaker of this panel was Dr GUYTON from the IARC. She started by explaining 
the methodology of the IARC assessment on glyphosate and stressed that the evaluation 
was fully in line with accepted principles. Dr Guyton then referenced several studies on 
glyphosate, noting that there is sufficient evidence of cancer in animals and strong 
evidence that it causes DNA damage. She concluded that glyphosate fits into Group 2A, 
and therefore is probably carcinogenic to humans. Finally, she stressed that the IARC does 
not make policy recommendations; however, she outlined some future steps for glyphosate 
assessment.  
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The final speaker of the second session was Dr DE BRUIJN of the European Chemicals 
Agency (ECHA). He started by explaining the relevant regulatory framework for ECHA’s 
ongoing glyphosate evaluation, essentially the CLP Regulation. He then clarified the 
different phases of the evaluation, noting that it is currently in its infancy and that results 
are not expected before the end of 2017. Finally, Dr de Bruijn specified the next steps of 
the process, which include public consultations and opinion development.  

Opening the third part of the workshop focusing on perspectives from civil society and 
doctors, Dr LEBAILLY (AGRICAN) gave an overview of the health risks associated with the 
use of glyphosate in agriculture, especially with regard to the French experience. Dr 
Lebailly presented various statistics from the AGRIculture and CANcer (AGRICAN) cohort 
study, which analysed enrolment and causes of death for the 2005-2009 period. He noted 
that measuring pesticide exposure levels is difficult, as is identifying those individuals 
affected.  

The next speaker, Prof Dr BAUR (EOMSociety) gave an overview of options based on clinical 
daily practice from his perspective as a doctor treating patients affected by pesticides. He 
identified a link between glyphosate exposure and various human health effects. Moreover, 
he made a parallel between the cases of asbestos and glyphosate, stressing that the 
lessons learnt from the asbestos pandemic should be used when deciding on the future of 
glyphosate.  

The final speaker for the afternoon was Ms JENSEN (HEAL). She first highlighted the 
concerns stemming from the use of glyphosate, such as a longer persistence in the 
environment, its carcinogenicity, as well as the possible endocrine disruption. Ms Jensen 
recalled the probable long term public health consequences associated with glyphosate, 
including an increased risk of developing non Hodgkin Lymphoma. Finally, she affirmed 
that approving glyphosate is against EU law and the public will, noting that individuals 
cannot choose to avoid glyphosate exposure.  

The floor was opened for questions twice during the afternoon. This allowed for a lively and 
informed discussion, with various perspectives aired, highlighting how contentious and 
polarising the issue of glyphosate is.  

In his closing remarks, Mr PETERLE thanked the speakers for their presentations 
representing the different viewpoints and expressed appreciation for the lively discussion. 
He then stressed that while glyphosate is currently a cause of concern for European 
citizens, the EU is still divided on this issue. Consequently, he hoped that viable alternatives 
to glyphosate can be found. Finally, he urged the European Commission to take a decision 
on this topic, also taking into account the position of the European Parliament. 
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1. LEGAL AND POLICY BACKGROUND   

Glyphosate is one of the most widely used herbicides. It is an active substance used in 
agriculture and horticulture, primarily to combat weeds that compete with cultivated crops. 
Glyphosate-based herbicides (GBHs) - common trade name “Roundup” - were first sold to 
farmers in 1974 by Monsanto, an US agricultural company. Since then, the volume of GBHs 
applied has increased approximately 100-fold and has been widely used by gardeners and 
farmers.  

According to EU law, plant protection products, among which glyphosate is included, fall 
within the scope of Regulation (EC) No 1107/20091. This Regulation lays down rules for 
the authorisation of plant protection products in commercial form and for their placing on 
the market, use and control within the EU. Pursuant to Article 4 of the Regulation, an active 
substance shall be approved in accordance with Annex II, which sets out the procedure 
and criteria for the approval of the substances in question. Point 3.6.3. of Annex II specifies 
that “[a]n active substance, safener or synergist shall only be approved, if, on the basis of 
assessment of carcinogenicity testing carried out in accordance with the data requirements 
for the active substances, safener or synergist and other available data and information, 
including a review of the scientific literature, reviewed by the Authority, it is not or has not 
to be classified, in accordance with the provisions of Regulation (EC) No 1272/2008, as 
carcinogen category 1A or 1B” 2. 

Part of the scientific community has claimed that the use of glyphosate can be harmful for 
human health, resulting in the ban or restriction of the use of glyphosate in large parts of 
Europe. In 2015, the International Agency for Research on Cancer (IARC), the specialised 
cancer agency of WHO, classified glyphosate as “probably carcinogenic to humans” (Group 
2A)3. The criteria used by the IARC for Group 2A are comparable to those for Category 1B 
in Regulation (EC) No 1272/2008. According to the IARC, the categorisation is used “when 
there is limited evidence of carcinogenicity in humans and sufficient evidence of 
carcinogenicity in experimental animals. Limited evidence means that a positive association 
has been observed between exposure to the agent and cancer but that other explanations 
for the observations (called chance, bias, or confounding) could not be ruled out. This 
category is also used when there is limited evidence of carcinogenicity in humans and 
strong data on how the agent causes cancer”. 

The IARC report generated a significant response among environmental groups, who called 
for a total ban of glyphosate4. Moreover, 1.4 million people signed an online petition, 
organised by Avaaz, against the use of glyphosate5. Monsanto, on the other hand, which 
manufactures glyphosate-resistant GM crops for use with Roundup, took a strong position 
against the IARC report and filed a legal challenge in the United States6. 

In April 2015, the European Food Safety Authority (EFSA) received a mandate from the 

                                                           
1  Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning 

the placing of plant protection products. 
2  Regulation (EC) No 1107/2009, Annex II, point 3.6.3. Moreover, in the event that the authorisation is granted, 

the competent authorities in Member States shall refer to the guidance document on pesticide residue 
analytical methods provided by the European Commission (SANCO/825/00 rev. 8.16 16/11/2010), available 
at: http://ec.europa.eu/food/plant/pesticides/guidance_documents/docs/guide_doc_825-00_rev8_en.pdf 
(accessed March 2016).  

3  IARC Monographs Volume 112: evaluation of five organophosphate insecticides and herbicides, 
https://www.iarc.fr/en/media-centre/iarcnews/pdf/MonographVolume112.pdf (accessed June 2016). 

4  Greenpeace.org, Glyphosate licence renewal suspended in light of health concerns, 8 March 2016, available 
at: http://www.greenpeace.org/eu-unit/en/News/2016/Glyphosate-licence-renewal-suspended-in-light-of-
health-concerns-/ (accessed March 2016). 

5  https://secure.avaaz.org/en/monsanto_dont_silence_science_loc_eu/?pv=180&rc=fb (accessed March 
2016). 

6  http://www.monsanto.com/iarc-roundup/pages/default.aspx (accessed March 2016). 

http://ec.europa.eu/food/plant/pesticides/guidance_documents/docs/guide_doc_825-00_rev8_en.pdf
https://www.iarc.fr/en/media-centre/iarcnews/pdf/MonographVolume112.pdf
http://www.greenpeace.org/eu-unit/en/News/2016/Glyphosate-licence-renewal-suspended-in-light-of-health-concerns-/
http://www.greenpeace.org/eu-unit/en/News/2016/Glyphosate-licence-renewal-suspended-in-light-of-health-concerns-/
https://secure.avaaz.org/en/monsanto_dont_silence_science_loc_eu/?pv=180&rc=fb
http://www.monsanto.com/iarc-roundup/pages/default.aspx
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European Commission to consider the findings of the IARC and to carry out a peer review 
as part of the legal process required to renew authorisation of glyphosate use in Europe7. 
Contrary to the IARC report, the results of the research conducted by EFSA claimed that 
glyphosate is “unlikely to pose a carcinogenic hazard to humans and the evidence does not 
support classification with regard to its carcinogenic potential according to Regulation (EC) 
No 1272/2008”8. The opposite results of the findings generated a fierce debate between 
EU and UN agencies over whether glyphosate should be considered to cause cancer or 
not9.  

The findings of the EFSA were supposed to be used by the European Commission in 
deciding whether or not to keep glyphosate on the EU list of approved active substances. 
However, on Tuesday 8 March 2016, the EU Standing Committee on Plant, Animal, Food 
and Feed (PAFF Committee), tasked with the decision for a new 15-year licence for 
glyphosate, failed to reach a decisive majority, with the strongest opposition coming from 
Italy, France, Sweden and the Netherlands10. One month later, on 13 April 2016, the 
European Parliament voted on a non-binding resolution urging, inter alia, the Commission 
to renew the marketing approval of glyphosate for just seven years, instead of fifteen, and 
for professional use only11.  

Furthermore, on 16 May 2016, another WHO body (the Joint Meeting on Pesticide Residues, 
JMPR) issued a report that concluded that glyphosate is “unlikely to cause cancer in people 
via dietary exposure”12. On 18 and 19 May, a meeting of the PAFF Committee ended again 
with no vote over renewing the controversial herbicide. The European Commission now has 
to decide by 30 June 2016 whether or not to keep glyphosate on the EU list of approved 
active substances. If not, after a six-month grace period, Member States will be obliged to 
remove it from the market. Finally, the European Chemicals Agency (ECHA) is also 
currently dealing with an evaluation of glyphosate, but the results are not expected until 
the end of 2017. 

  

                                                           
7  The peer review was required by the Commission Implementing Regulation (EU) No 380/2013 of 25 April 

2013 amending Regulation (EU) No 1141/2010 as regards the submission of the supplementary complete 
dossier to the Authority, the other Member States and the Commission, available at: http://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0380 (accessed March 2016). 

8  EFSA (European Food Safety Authority), 2015. Conclusion on the peer review of the pesticide risk assessment 
of the active substance glyphosate. EFSA Journal 2015;13(11):4302, 107 pp. doi:10.2903/j.efsa.2015.4302, 
https://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/4302.pdf (accessed 
June 2016). 

9  Reuters.com, EU to defer decision on safety of weed-killer ingredient: sources, 7 March 2016, available at: 
http://www.reuters.com/article/us-health-eu-glyphosate-idUSKCN0W922K (accessed March 2016).  

10  EurActive.com, EU delays glyphosate decision amid cancer uproar, 09 March 2016, available at: 
http://www.euractiv.com/section/science-policymaking/news/eu-delays-glyphosate-decision-amid-cancer-
uproar/ (accessed March 2016).  

11  European Parliament resolution of 13 April 2016 on the draft Commission implementing regulation renewing 
the approval of the active substance glyphosate in accordance with Regulation (EC) No 1107/2009 of the 
European Parliament and of the Council concerning the placing of plant protection products on the market, 
and amending the Annex to Implementing Regulation (EU) No 540/2011 (D044281/01 – 2016/2624(RSP)), 
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-
0119+0+DOC+XML+V0//EN (accessed June 2016). 

12  Joint FAO/WHO Meeting on Pesticide Residues, Summary Report, 16 May 2016,  
http://www.who.int/foodsafety/jmprsummary2016.pdf (accessed June 2016).  

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0380
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0380
https://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/4302.pdf
http://www.reuters.com/article/us-health-eu-glyphosate-idUSKCN0W922K
http://www.euractiv.com/section/science-policymaking/news/eu-delays-glyphosate-decision-amid-cancer-uproar/
http://www.euractiv.com/section/science-policymaking/news/eu-delays-glyphosate-decision-amid-cancer-uproar/
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-0119+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-0119+0+DOC+XML+V0//EN
http://www.who.int/foodsafety/jmprsummary2016.pdf
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2. PROCEEDINGS OF THE WORKSHOP 

2.1. Introduction 

2.1.1. Welcome and opening  

MEP Mr Alojz PETERLE, Co-Chair, ENVI Health Working Group  

The workshop was opened by the chair, Mr Alojz PETERLE (MEP), who welcomed all 
participants. He briefly set out the purpose of the workshop, and noted that the concerns 
related to the use of pesticides are increasing from an agricultural perspective but also 
with regard to its effects on human health, the environment and biodiversity. Glyphosate 
is omnipresent, and high concentrations of the pesticide can be found in water, soil and 
food, as well as in human bodies. People ingest glyphosate mainly from food, including 
cereals, which have been treated with a glyphosate based herbicide just prior to harvest. 
Mr Peterle noted that a recent study by the Heinrich Böll Foundation13 concluded that more 
than 99% of people in Germany have traces of the compound in their urine.  

One of the questions that Mr Peterle hoped to have answered during the workshop was 
what could be considered a “safe limit” for chemicals such as glyphosate. While glyphosate 
has approval from regulatory bodies worldwide, there are growing concerns about its 
possible adverse effects. In particular regarding carcinogenicity, but also regarding its 
impacts on Parkinson’s disease, infertility and birth defects. Mr Peterle referred to the study 
of the IARC in 2015, which concluded that glyphosate is a probable human carcinogen. On 
the contrary, Mr Peterle noted that the EFSA has concluded that the glyphosate is not likely 
to be carcinogenic to humans and the evidence does not support the classification with 
regard to its carcinogenic potential.  

These different results produced by EFSA and IARC have left many citizens concerned. 
According to Mr Peterle, citizens and civil society organisations reacted to both reports and 
many letters were received. Newspapers are full of articles with contrasting messages, and 
debates in the European Parliament have created a polarising atmosphere. Politics can 
become scientised, and science politicised. Mr Peterle stated that the different methods 
employed have led to a clash between the agencies, and - in Mr Peterle’s view - it is this 
divergence which requires additional attention. Mr Peterle said he was hoping to hear that 
there are signs of progress in corporation between both relevant agencies that would help 
all to better understand the different results.  

Mr Peterle outlined the Commission’s approach, with a proposal for a blanket 
reauthorisation of glyphosate submitted to the Parliament. The resolution calling for 
restricted use was adopted during a plenary session last April. The European Parliament 
is, however, calling for a more comprehensive independent review of the chemical’s health 
effects and urging the Commission and the EFSA to disclose all of the scientific evidence 
behind its positive opinion. The Commission has now put forward a proposal that would re-
authorise glyphosate for nine years with no new restrictions. In response, about 150 
thousand citizens signed a petition calling for glyphosate to be banned and protests were 
organised ahead of the vote. The Standing Committee on Plants, Animals, Food and Feed 
met again on 19 May 2016 to vote on whether to extend the authorisation of glyphosate 
or not. Again, after failing to come to an agreement this past March, the Committee could 

                                                           
13  Monika Krüger, Andrea Lindner, Johannes Heimrath, Heinrich Böll Foundation, Nachweis von Glyphosat im 

Urin freiwilliger, selbstzahlender Studienteilnehmer – „Urinale 2015“, available (in German) at:  
http://www.urinale.org/wp-content/uploads/2016/03/PK-Text-Handout.pdf (accessed June 2016).  

http://www.urinale.org/wp-content/uploads/2016/03/PK-Text-Handout.pdf
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still not get a majority of countries for or against the authorisation. Since it was obvious 
that no qualified majority would be reached, a vote was not held.  

Mr Peterle explained that now the European Chemicals Agency is to review the possible 
carcinogenicity of glyphosate, but that progress will not be finalised before the end of 2017. 
After outlining the agenda, Mr Peterle then duly gave the floor to the first speaker, Ms 
Sabine Juelicher, Directive for Food and Feed Safety, Innovation of DG SANTE of the 
European Commission. 

2.2. Part I: EU Policy Context and Latest Developments 

2.2.1. Glyphosate: the process and latest EU policy developments 

Ms Sabine JUELICHER, European Commission, DG SANTE, Director for Food and feed 
safety, innovation 

Ms JUELICHER started her presentation by reinforcing the relevance of the topic, especially 
with regard to how farming is viewed in the future and the general use of pesticides. Her 
presentation focused on the process, highlighting that the process used is more 
comprehensive than the question of reauthorisation and the conditions under which a 
particular substance is used. She also stressed that the EU legislation making up the overall 
framework for plant protection products (commonly known as pesticides) is comprehensive 
and unique worldwide. As a result, pesticides and plant protection products are amongst 
the most heavily regulated products/chemicals in the chemicals’ area.  

Ms Juelicher began by explaining the EU legislation including Regulation 1107/2009 
concerning the placing of plant protection products on the market.  She mentioned how 
this covers the production phase and the risk assessment steps which have to be 
undertaken before any active substance can be approved, as well as the use phase (in 
particular the Directive on Sustainable Use of Pesticides). She also noted there are 
provisions on, for example, the use of machinery, and comprehensive legislation on 
maximum residue levels (MRLs), which ensure that pesticide residue in food and feed do 
not result in a risk to human health, even under a scenario of lifelong consumption.  

Ms Juelicher then focused on the two steps of the process for approving glyphosate, the 
first one being the EU assessment of active substances for possible approval or re-approval. 
Under this step, and under the relevant legislation, active substances are assessed for their 
safety. Once this safety level has been established, they are approved for their use at EU 
level and added to a positive list. Therefore, unless comprehensive data has been brought 
forward to demonstrate the safety of the substance, it is not placed on a positive list, and 
it can subsequently not be used.  

The second step addressed by Ms Juelicher is under the Member States’ responsibility. 
Once the active substance (glyphosate) has been approved, it can be used to make a final 
product which is sold commercially to farmers and other individuals. This final product must 
be approved by Member States, on the basis of EU legislation. Ms Juelicher referred to the 
following two examples of final products that include glyphosate: Roundup, produced by 
Monsanto, and Touchdown, produced by Syngenta.  Again, this is an authorisation process 
and may only be granted for those uses of the product which were demonstrated to be 
safe following a second step of risk assessment of the product.  

Going back to the first step, Ms Juelicher explained how the one decision taken at EU level 
would apply to all 28 Member States. The approval for an active substance for the first 
time is usually set for 10 years, yet glyphosate was first approved in 2002. Next, a review 
is required, and after that the standard timeframe would usually be 15 years. The 
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difference between the initial approval and renewal is the context of the data dossier. Ms 
Juelicher noted that for a renewal, outdated information is replaced, while other 
information (such as the boiling point of a substance) would be retained.  

With regard to glyphosate, the renewal is only being talked about now due to Regulation 
1107, which came into force in 2009. The subsequent new stricter criteria were to be used 
for reauthorisations, and for that reason the approval was prolonged together with other 
substances.  

Ms Juelicher then explained how the re-approval is being undertaken in the case of 
glyphosate. In this case, Germany is the rapporteur Member State in charge of the re-
approval, and tasked with evaluating the data dossier. Germany then produces a draft 
assessment report which is then transmitted to the European Food Safety Authority. EFSA 
then publishes a summary dossier of the documents, results, and draft assessment report, 
which are displayed online. The public are invited to comment on the draft. At the same 
time, a peer review is initiated, meaning all Member States, through their scientific bodies, 
review the draft assessment report and together draft a conclusion on whether the active 
substance can be expected to fulfil the assessment criteria laid down in legislation. The 
process for glyphosate is still ongoing, and EFSA has received a very high number of public 
comments. For this reason, the deadline for the Rapporteur Member State and EFSA has 
been prolonged in order to take these into account. 

Ms Juelicher then moved to the next stage, the approval of the product by Member States. 
As glyphosate has already been on the market for some time, there are a number of 
products that have already been approved by Member States. At this stage Ms Juelicher 
stressed that Member States are able to apply risk mitigation measures when developing 
a national strategy on the use of pesticides in their territory, for example prohibiting the 
use of herbicide on a sealed surface, developing training programmes for users and 
distributors of the pesticide, or banning its use in critical areas for environmental and health 
reasons.  

Ms Juelicher finished her presentation by quickly addressing the setting of MRLs. She 
stressed that in the EU there is a very comprehensive, official monitoring programme for 
pesticide residue, for which around 80 thousand samples are taken annually, including 10 
thousand samples alone for the testing of glyphosate in food products. This means they 
have a very comprehensive overview about the presence of this product in food, and 
therefore know that this product, in particular, has very few exceedances of the MRLs. 

2.2.2. Regulating environmental risks: The case of glyphosate 

Dr Silvia PIEPER, German Environmental Agency (UBA), Senior Scientific Officer - 
Ecotoxicology 

Dr PIEPER started her presentation by asking the question “why is glyphosate also an 
environmental case?” She explained that glyphosate is a broad spectrum herbicide, which 
means that it kills all plants and not just the target organism, and therefore may have 
unintended consequences. Because it is broad-spectrum, it has a range of uses, including 
for “all crops”, pre and post planting, in forests, grass lands, parks, gardens, essentially 
almost everywhere. Risks include harm to other plants, vertebrates, and biodiversity via 
the destruction of food webs. 

This does not necessarily mean the active substance cannot be approved. Normally the 
condition of approval includes risk mitigation measures. There are well-known risk 
management option mitigation measures available, for example no-spray buffer zones in 
fields acting to protect the environment. With glyphosate there are also indirect effects, as 
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well as direct effects on non-target plants, by way of a disruption in the whole food web, 
resulting in insufficient insects for birds and animals. Dr Pieper noted that birds have been 
seen to decline only in agricultural areas, and to manage this, new mitigation measures 
are needed. This could include conservation flowering strips in fields, which are unsprayed 
and non-crop to support biodiversity and the food web.  

Dr Pieper then presented some statistical evidence supporting the loss of biodiversity, 
especially birds, due to agricultural impacts, as well as results of mitigation measures. She 
stressed that such mitigation measures for the approval of glyphosate should not be 
compulsory but rather a precondition for the use of glyphosate, and such preconditions as 
risk mitigation measures are normal in the risk regulation of pesticides. In other cases, a 
vegetated buffer strip is required to mitigate runoff, and if it is not there, the pesticide 
cannot be used.  

Therefore, a successful risk regulation of glyphosate is possible, given that the identified 
risks are high with regard to biodiversity and food web interactions. To finish her 
presentation, Dr Pieper stressed that the successful risk mitigation of glyphosate is possible 
and necessary, if the substance is to be approved under current legislation. 

2.2.3. Status of precautionary principle in EU risk management 

Dr Wybe DOUMA, T.M.C. Asser Institute, Senior Researcher  

Dr DOUMA started his presentation by outlining that the precautionary principle (PP) first 
came up during the 1980’s in Germany, and that it was created in order to deal with 
potential risks14. Subsequently, the Germans introduced the PP at international level by 
including it in the non-binding text of the North Sea Conferences. The text stated that the 
PP was necessary to avoid potentially damaging impacts of substances, even when there 
is no scientific evidence to prove a causal link between emissions and effects. From there, 
the principle was then imported to the global level through the United Nations Conference 
on the Environment and Development (UNCED) held in Rio de Janeiro in 1992. The PP 
ended up in the final declaration as Principle 15 which states the following: “In order to 
protect the environment, the precautionary approach shall be widely applied by States 
according to their capabilities. Where there are threats of serious or irreversible damage, 
lack of full scientific certainty shall not be used as a reason for postponing cost-effective 
measures to prevent environmental degradation”. 

From that moment, the PP was also codified in the EU Treaty. Dr Douma noted that while 
all the other environmental principles were already included in the EU Treaty in 1987, the 
PP was only inserted in 1993. Currently, the PP is embedded in Article 191 of the Treaty 
on the Functioning of the European Union (TFEU). Dr Douma pointed out that: i) the PP is 
inserted in the EU Treaty without a definition; ii) it has a binding legal status; and iii) the 
PP is also included in the EU secondary law, for instance in the REACH Regulation and in 
the Plant Protection Products Regulation.  

Furthermore, in 2000, seven years after the PP was codified in the EU treaty, the European 
Commission (EC) issued a Communication15 which explained how and when to use the PP. 
Dr Douma highlighted that the communication was the result of the division within the EC 
on this issue and, as a consequence, the final result is not always convincing. For instance, 

                                                           
14  James Cameron and Juli Abouchar, The Precautionary Principle: A Fundamental Principle of Law and Policy for 

the Protection of the Global Environment, 14 B.C. Int'l & Comp. L. Rev. 1 (1991),  
http://lawdigitalcommons.bc.edu/iclr/vol14/iss1/2 (accessed June 2016). 

15  European Commission, Communication from the Commission on the precautionary principle (COM/2000/0001 
final), available at: http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52000DC0001 (accessed June 
2016). 

http://lawdigitalcommons.bc.edu/iclr/vol14/iss1/2
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52000DC0001
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the Communication did not introduce an EU definition of the principle in question. It is 
important to note that, supported by the case law of the European Court of Justice, the 
European Commission stated that although the PP is embedded in the environmental 
protection part of the Treaties, it is a principle of a broader importance as it also refers to 
the protection of humans, animals and plant health. 

Dr Douma emphasised that there is a difference between the descriptions in the 
Communication and the Rio Declaration. In particular, the former does not stress that there 
is a threshold of serious or irreversible damages; thus, in principle the PP can apply to all 
potential damages. Moreover, the Communication makes a distinction between a prudent 
approach in the risk assessment phase and applying PP in the risk management phase. Dr 
Douma also stressed that when the PP is used, the reversal burden does not always have 
to be applied. However, the Communication says that in individual cases this might be 
necessary, for instance when a substance like pesticide is a priori (potentially) hazardous 
issue. In addition, the Communication specifies that following the application of the PP, the 
subsequent risk management decisions can be: i) either no measures (for the time being); 
or ii) precautionary measures (warning, ban, etc.). Finally, the Communication stresses 
that in these circumstances a maximum amount of transparency is needed.  

As far as the Court of Justice of the European Union (CJEU) is concerned, in its case law it 
is confirmed that the PP is a legally binding principle and, consequently, it must be used 
for potential risks related to the environment, humans, animals, and plants. The CJEU also 
set out specific circumstances under which the PP can be used, and explained how in certain 
situations the legislator still has a margin of discretion to adopt measures. However, Dr 
Douma believes that, according to the most recent case law of the CJEU, in certain 
circumstanced, the EU legislator is obliged to adopt precautionary measures.  

In order to prove its statement, Dr Douma then illustrated two recent case laws of the 
CJEU: the Neptune Distribution case, regarding the salt level in mineral waters, and the 
Pillbox 38 case, regarding E-cigarettes. According to the Neptune, the EU legislature “must 
take account of the precautionary principle, according to which, where there is uncertainty 
as to the existence or extent of risks to human health, protective measures may be taken 
without having to wait until the reality and seriousness of those risks become fully 
apparent”. Moreover, according to the Pillbox case “the identified and potential risks linked 
to the use of electronic cigarettes […] required the EU legislature to act in a manner 
consistent with the requirements stemming from the precautionary principle”. 

Finally, Dr Douma concluded that considering the TFEU, the CJEU case law, and 
Commission guidelines on the application of the PP: 

 The EU institutions must apply the PP in cases where there is uncertainty as to 
existence or extent of risks; 

 The PP justifies the adoption of restrictions; and 

 A decision not to adopt restrictions must be carefully motivated, identifying exactly 
what is known and the gaps in knowledge, as well as setting out in detail why 
potential risks did not warrant adoption of restrictions.  

2.2.4. Questions & Answers 

Axel SINGHOFFEN (EP Green Group advisor) asked two question to Ms JUELICHER. Firstly, 
he remarked that the EU Regulation refers explicitly to the precautionary principle and 
explicitly empowers the Commission to take action in case there is a potential health risk, 
and yet there are uncertainties. In this regard he underlined that the controversy between 
IARC and EFSA generated uncertainties, therefore the precautionary principle is fully 
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applicable in the glyphosate situation. He also wondered why the European Commission, 
considering that the European Parliament have asked for a restriction for the non-
professional use of glyphosate, has not proposed any explicit precautionary measures in 
its proposal.  

Secondly, he remarked that indeed pesticides are developed to kill pests; however, 
glyphosate is a non-selective broadband killer which kills not only plants, but also bacteria, 
fungi, algae. In this regard he recalled that the glyphosate may have adverse impacts on 
biodiversity, as explained by Dr PIEPER, and that the EU law foresees that pesticides should 
not have such an effect. Therefore, he wondered why the European Commission thinks 
that the use of this non selective broadband killer complies with the provision of the law. 

Stuart AGNEW (MEP), first asked for further clarifications about the renewal of the licence 
for glyphosate. He also stressed that if glyphosate will be banned, or if the precautionary 
principle will be applied, this will have serious consequences for farmers in England who 
need the substance question in order to safeguard their food stocks in the long term.  

Mr PETERLE asked the audience whether there are alternatives to glyphosate or not, 
stressing that he believes that other alternatives exist.  

Ms JUELICHER (European Commission) first emphasised that in order to establish whether 
the precautionary principle should be applied, it has to be established whether there is or 
not a level of uncertainty in the current situation. She then remarked that the WHO website 
provides an explanation about the difference between the work carried out by the IARC 
and the one carried out by the Joint Meeting on Pesticide Residues (JMPR). In particular, 
she underlined that the processes carried out by the two WHO bodies, the hazard 
assessment and the risk assessment, are complementary and not contradictory. 
Furthermore, since the JMPR, which is in charge of the risk assessment like the EFSA, came 
to the same conclusion as the latter, which is that under a certain level the use of 
glyphosate does not pose any risks for human health, there is no situation of uncertainty 
at the moment that would trigger the application of the precautionary principle.  

With regard to the non-professional use of glyphosate, Ms Juelicher recalled that some 
Member States have banned the non-professional uses of glyphosate. As regards the 
effects on biodiversity, Ms Juelicher stressed that there are mitigation measures that can 
be adopted in order to mitigate the risks on the environment. As far as the alternatives of 
glyphosate are concerned, Ms Juelicher added that while there are alternatives, it is 
understood that from the risk profile they can be even less favourable than the existing 
products. Finally, Ms Juelicher added that should there be new scientific knowledge coming 
up, this will be certainly taken into account.  

Dr DOUMA stated that the original 15 years’ reauthorisation of glyphosate after being 
reduced to only nine years already represents an adoption of a precautionary measure. 
Therefore, he believes there is a presumption under which the precautionary principle 
should be applied. As for the alternatives, he stressed that they certainly have to be taken 
into account; however, this must not imply that in practice every single alternative should 
be investigated and only after full scientific evidence can a precautionary measure be 
applied. A situation of this kind, he stressed, would hinder the essence of the precautionary 
principle and would prevent its useful and practical effects.  
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2.3. Part II: Challenges and Options Based on Available Research and 
Evidence  

2.3.1. Glyphosate: from the identification of hazards to the evaluation of risks 

Mr Jose Vicente TARAZONA, European Food Safety Authority (EFSA), Head of Unit 
(Pesticides) 

Dr TARAZONA presented the conclusions of the European Food Safety Authority on 
glyphosate. In this regard, he recalled that the EU public health assessment for pesticides 
is based on four different steps. The first step is hazard identification, which determines 
whether a chemical is capable of producing adverse effects on humans. The second step is 
called hazard characterisation and analyses which doses produce the adverse effects. The 
third step is the exposure assessment which measures the level of exposure which is 
expected for the citizens. Finally, the last step measures the actual level of risk - and not 
the hazard - for EU consumers.  ( 

Dr Tarazona also highlighted the different roles of the different institutions involved. He 
stressed that with regard to the hazard identification phase, on the one hand, at EU level, 
the responsible institutions are the European Food Safety Authority (EFSA) and the 
European Chemicals Agency (ECHA). On the other hand, at international level, the 
responsible bodies are the International Agency for Research on Cancer (IARC) and the 
Joint Meeting on Pesticide Residues (JMPR), which both operate within the framework of 
the World Health Organisation (WHO). As far as the other three steps of the assessments 
are concerned, namely hazard characterisation, exposure assessment, and risk for 
consumers, Dr Tarazona observed that at EU level the only responsible institution is EFSA, 
whereas, at international level, the only responsible body is the JMPR.  

After the general overview, Dr Tarazona explained in detail how glyphosate was assessed 
by EFSA. He pointed out that during the hazard identification procedure, EFSA assessed all 
the available evidence in humans and animals, with a specific focus on tumour induction 
mechanisms. At this point Dr Tarazona underlined that chemicals may either initiate a 
tumour, or promote a tumour after the initiation, or to have only secondary effects at very 
high doses. Dr Tarazona then reiterated that, according to the EFSA assessment, the only 
available evidence with regard to the carcinogenicity and genotoxicity of glyphosate is that 
it is able to produce only secondary effects and only at very high doses that are not relevant 
for humans. He also stressed that the JMPR’s recent report16 supports this conclusion.  

Subsequently, Dr Tarazona tackled the hazard characterisation phase. In this regard, EFSA 
considered all adverse effects relevant for humans, also those not leading to the 
classification. As a result, the potential genotoxicity of glyphosate was also part of the 
assessment. Dr Tarazona also recalled that the aim of this phase is to measure which level 
of exposure leads to adverse health effects and especially to identify the so called “critical 
effects”. The latter are defined as the adverse health effects occurring at the lowest level 
in all available evidence. Therefore, if the risk assessment suggests these critical effects 
are prevented or confirmed, it can be assumed that all the other effects will also be 
prevented or confirmed. So the general principle of the hazard characterisation is to first 
select the adverse health effects that are relevant for humans, then identify the lowest 
doses (critical effects), and apply the risk assessment for those effects in order to cover all 
the relevant effects for humans. 

                                                           
16  Food and Agriculture Organisation of the United Nations, World Health Organisation, Joint FAO/WHO meeting 

on pesticide residues, Geneva 9-13 may 2016, Summary report, available at:  
http://www.who.int/foodsafety/jmprsummary2016.pdf?ua=1 (accessed June 2016).  

http://www.who.int/foodsafety/jmprsummary2016.pdf?ua=1
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Dr Tarazona also presented the summary of the EFSA evaluation with regard to the hazard 
characterisation phase. He explained that carcinogenetic effects that were considered 
relevant by the IARC appeared in the EFSA evaluation at doses spanning from 1000 to 
4800 mg/kg body weight (per day) during long term exposure. Other effects (e.g. rodent 
reproductive no-observed-adverse-effect-level (NOAEL), dog short-term NOAEL, mice 
overall NOAEL, etc.) occurred at lower doses, spanning from 100 to 300 mg/kg body 
weight. With regard to the critical effects selected by EFSA, they appeared in rabbits at 
doses higher than 50 mg/kg body weight. EFSA applied the standard uncertainty factor to 
protect humans at the value of 50 mg/kg body weight. Thus, EFSA’s recommendation is 
that the level of exposure of people should never be 0.5 mg/kg body weight per day. This 
value is 200 times lower than the effects that trigger the classification for carcinogenicity 
of glyphosate that were considered relevant by the IARC. 

Dr Tarazona then moved to the third phase of the public health assessment of pesticides, 
namely the exposure assessment. The aim of this phase is to measure the actual level of 
exposure of the European citizens. He stressed that with regard to glyphosate, EFSA has 
three different pieces of information. Firstly, the information included in the EFSA 
conclusion of the representative crops. EFSA covered all the representative uses in the 
conclusion, including experimental studies that measure the level of glyphosate that are 
expected in foods as well as exposure assessments according to the diets of EU citizens.  
Secondly, the information contained in the exposure based on actual measurements in 
food where glyphosate is detected in about 60% of all food commodities for which it is 
assessed. Thanks to those measurements, it is possible to carry out an actual assessment 
in order to establish the level of exposure. And finally, the information stemming from the 
human biomonitoring data, which allows for the detection of the actual level of exposure 
of EU citizens. For instance, there have been several studies measuring the level of 
glyphosate in the human body through the analysis of urine. This process allows for the 
estimation of what is the expected level of risk for every person by comparing the 
concentration levels of glyphosate in the human body which are considered safe. Moreover, 
Dr Tarazona mentioned that EFSA is also conducting the review of all maximum residue 
levels (MRLs) and authorised uses in the EU that lead to potential residues of glyphosate 
in food. This review will be assessed in an EFSA opinion about the MRLs for glyphosate. 

Next, Dr Tarazona focused on the last phase of the EFSA evaluation: the EU consumers’ 
risk assessment. He first clarified that in the evaluation the risk is presented as the 
percentage of the maximum level (notably, 0.5 mg/kg body weight per day) that EFSA 
recommends. Moreover, he stressed that any values below 100% are considered as no 
public concerns as it represents the level of exposure which is considered fully acceptable 
since it does not lead to any risks for the consumers.  

He then illustrated the information based on which EFSA reached its conclusion. According 
to the information included in the representative crops, the risk is 3% for the chronic and 
9% for the acute reference doses. Therefore, being way below 100%, the risk is considered 
as very low. Furthermore, according to the measured residues in food the actual chronic 
exposure is 0.6% and the acute one is 23.4% (four times below the level of risk). Lastly, 
according to the human biomonitoring studies, which measure the actual level of risk for 
EU citizens, the exposure to residues in food, the so called dietary assessment, is 0.1% 
and 8.4% for the people exposed to non-dietary rules (which are people that actually apply 
glyphosate products), therefore both clearly below the 100% level that should be 
considered as a potential issue. 
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Finally, Dr Tarazona concluded that: 

 the public health assessment is triggered by toxic effects that are different from 
carcinogenicity and appear at much lower doses;   

 the Toxicological Reference Values proposed by EFSA offer a high level of protection, 
covering also the effects that were considered relevant by IARC; and 

 according to the EFSA estimations, there are no health concerns for European 
consumers that have been detected using three complementary exposure 
assessments. 

2.3.2. The carcinogenicity of glyphosate 

Dr Kate Z. GUYTON, World Health Organisation (WHO), International Agency for Research 
on Cancer (IARC), Senior Toxicologist at the IARC Monographs Programme 

Dr GUYTON presented the IARC assessment of glyphosate. She first recalled that the IARC 
evaluated glyphosate in March 2015 as group 2A, which means “probably carcinogenic to 
humans”17. She pointed out that the classification referred to the strength of scientific 
evidence that glyphosate causes cancer. Moreover, she underlined that IARC did not carry 
out a risk assessment, but rather a hazard assessment. Dr Guyton also called attention to 
the two reasons according to which IARC evaluations are used as a reference worldwide. 
Firstly, she mentioned that all data are in the public domain and can be independently 
evaluated. She also stressed that this aspect is essential for transparency. Secondly, she 
declared that the evaluations are done by leading experts without vested interests. She 
emphasised that this aspect is important for independence. Subsequently, Dr Guyton 
stated that once an IARC classification is made, there can be a risk assessment, which is 
usually a quantitate estimate of cancer risks for different types of exposure. She also 
asserted that sometimes public health measures to protect workers and the public can be 
adopted.   

Analysing in more detail the glyphosate evaluation, Dr Guyton underlined that the latter 
was done according to the IARC standard process. She explained that the scientific review 
process occurred over a period of about one year, the meetings took place in Lyon and 
were open to scientific observers and government representatives. She also stressed that 
IARC was pleased to have the participation of scientists from Monsanto, from industry 
organisations, such as the European Crop Protection Agency, as well as from academic 
institutions. Furthermore, Dr Guyton underlined that the IARC evaluation is a transparent 
process under which all the data under review can be accessed by all the meeting’s 
participants. In addition, given the intense interest in the Monographs, Dr Guyton specified 
that IARC shared their references with other health agencies, including the EFSA. Thus, 
IARC accelerated the production of the fully referenced Monographs that are now publically 
available on-line for free download. 

Further, Dr Guyton moved to the explanation on how glyphosate was evaluated by IARC. 
She stated that IARC monographs’ evaluation is based on a systematic assembling review 
of the all publically available evidence that addresses carcinogenicity. This included about 
1000 studies, including laboratory studies of animals that have been exposed to glyphosate 
in its formulations, studies of people that were exposed to it in their jobs, and studies of 
people that have been exposed to it in their communities. In the end, the Monographs 
stated more than 250 references. 

                                                           
17  IARC List of Classifications, Agents Classified by the IARC Monographs, Volumes 1–116:  

http://monographs.iarc.fr/ENG/Classification/index.php (Accessed June 2016). 

http://monographs.iarc.fr/ENG/Classification/index.php
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Dr Guyton then summarised the evidence of the different types of studies mentioned 
above. She began by addressing the studies of cancer in humans and outlined that there 
were two kinds of study that were available concerning Non-Hodgkin lymphoma (NHL). 
The first was a case-control study which was carried out in three different regions of the 
world and showed increased risks of developing NHL. Moreover, Dr Guyton mentioned a 
different kind of study called the cohort study, the largest agricultural health study that 
has been done in three states in the US. This study, which is ongoing, showed no significant 
increase in risk based on the few cases of NHL that the scientists have observed. 
Furthermore, she mentioned another study that the working group undertook which is 
called the meta-analysis where all cases from all the studies were analysed. Dr Guyton 
believes that this is an objective method to combine all studies. She also mentioned that 
the meta-analysis showed significant increased risks of NHL in all the studies that were 
available. Overall, she affirmed that this led to a conclusion of limited evidence.  

In addition to those, Dr Guyton referred to other studies about cancer in rodents. In 
particular, she mentioned two studies on the mouse where glyphosate was positive. The 
result was rare cancers and that is extremely important in assessing human risk. However, 
she pointed out that it is very challenging to detect signal from background noise. 
Nevertheless, there was high statistical significance that the evaluation done by the 
working group was fully in line with accepted principles and led to the conclusion that there 
was sufficient evidence of cancer in animals. 

Finally, Dr Guyton summarised the glyphosate hazard evaluation and stated there were 
two lines of studies that contained limited evidence of cancer (NHL) in humans; however, 
she remarked that the glyphosate formulations were done in different regions at different 
times, and this circumstance may indicate that glyphosate was the cause of the cancer. 
Other studies contained sufficient evidences of cancer in animals. A third type of study, 
called ‘mechanistic studies’, contained strong evidences of carcinogenic causes, DNA 
damage and oxidative stress. As a result, Dr Guyton affirmed that all together this led to 
the classification of glyphosate in group 2A (“probably carcinogenic to humans”). 

Dr Guyton also outlined what usually happens after the IARC classification. She stated the 
typical risk assessment is carried out, which is normally a quantitative estimate of cancer 
risk with exposure. This type of assessment is helpful for understanding the level of risks 
and addresses different exposure scenarios (e.g. in the diet, in the job, in the 
communities). She also mentioned the possibility of undertaking public health actions in 
order to reduce exposure to workers and the general public. Dr Guyton also underlined 
that IARC does not make any policy recommendations. It remains the responsibility of 
governments and international organisations to limit exposure to substances classified as 
carcinogenic by IARC. 

To end, Dr Guyton offers some suggestions in order to improve evaluations. Firstly, 
registering studies in advance; secondly, adopting clear methods for analysis and 
reporting; and thirdly, ensuring that all the public data are available. In the last slide Dr 
Guyton presented a complementary strategy aimed at prioritising pesticides for cancer 
hazard evaluation by using chemoinformatics, database integration and automated text 
mining. 
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2.3.3. ECHA’s Evaluation of Glyphosate 

Dr Jack DE BRUIJN, Director, Risk Management Directorate, European Chemicals Agency 
(ECHA) 

Dr DE BRUIJN’s presentation focused on the ongoing ECHA assessment of glyphosate under 
the CLP Regulation (1272/2008/EC)18. However, he reminded everyone that the 
harmonised classification and labelling (CLH) process19 of glyphosate was at its very early 
stage, therefore he could not provide too many details about the evaluation, but rather 
give a general overview of the process, and how the transparency of the latter will be 
ensured. 

Firstly, Dr de Bruijn explained that the CLP Regulation implements the UN Global 
Harmonised System (GHS) for classification and labelling in the EU. The aim of this 
Regulation is to ensure a high level of protection of human health and the environment. 
He also added that under the CHL process the ECHA classifies the (active) substances 
based only on their hazardous properties. As a consequence, the CHL process cannot be 
qualified as a risk assessment as it does not take into account the level of exposure and 
the potential risk. Moreover, he underlined that the Regulation contains a high number of 
chemicals covered by harmonised classification and labelling (CLH) that can be found on 
the ECHA’s website. 

Dr de Brujin then illustrated that the CLH process is made of different steps. Accordingly, 
the Member States or (in some cases) the industry may submit a proposal to the ECHA in 
order to include a substance in Annex VI of the CLP Regulation (“harmonised classification 
labelling of a new hazardous substance”). It has to be noted that ECHA itself cannot 
propose the inclusion of a substance in Annex VI. The proposal is then evaluated by the 
ECHA’s Committee for Risk Assessment (RAC), which is a body composed of independent 
scientists appointed by the ECHA's Management Board based on the nominations of the 
Member States’ Competent Authorities. This body is in charge of issuing a scientific opinion 
based on the proposal. After that, the European Commission has to decide whether to 
include the substance in Annex VI.  

Dr de Brujin underlined that the process is carried out in a transparent manner. This is 
ensured through the public consultation that is opened after the dossier has received the 
accordance check from the ECHA secretariat. During the public consultations all interested 
parties may provide comments which are also publically available on the ECHA’s website 
throughout the process. Moreover, the stakeholders (industries, NGOs, etc.) have the 
possibility to take part in the meetings of the RAC. Finally, at the end of the public 
consultation, the ECHA replies to all comments received. Dr de Brujin also remarked that, 
pursuant to the CLP Regulation, ECHA has 18 months to deal with a proposal. Moreover, 
he stressed that since 2009, when the CLH process started for the first time, the RAC has 
issued about 200 opinions that can be found on the ECHA’s website. The majority of these 
opinions have been adopted by the European Commission, and, consequently, ended up in 
changes to Annex VI of the CLP Regulation. In particular, pesticides and biocides currently 
represent 60% of the revisions in annex VI. 

With regard to the ECHA ongoing evaluation of glyphosate, Dr de Brujin explained that 
ECHA has received the proposal from the German authority which has gone through the 

                                                           
18  Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 

classification, labelling and packaging of substances and mixtures   
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:353:0001:1355:en:PDF (accessed June 
2016).  

19  The CLH is the process under which a Member State’s competent authorities may propose a new harmonised 
classification and labelling (CLH).  

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:353:0001:1355:en:PDF
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accordance check and it is currently being revised by the human authorities. He also 
stressed that glyphosate is already in Annex VI of the CLP Regulation, and it is classified 
as a toxic substance which causes serious and high level damages. However, the German 
authority has requested an additional classification for specific targets organ toxicity (STOT 
RE) based on new data. 

He also noted that the process is now at its very early stage. Currently the rapporteurs 
have been appointed in accordance with the REACH Regulation governing the ECHA 
Committees and Committee’s Rules of Procedure. Moreover, the ECHA secretariat has 
completed the accordance check for the CLH dossier and the German authority is making 
the final revisions. The launch of the public consultation is planned for early June and it 
will last for 45 days. The human authorities will then answer to all the comments that will 
be provided and based on that the RAC rapporteurs will issue the opinion. The first 
discussion is expected in December 2016. The adoption instead is expected to take place 
in the RAC meetings, either in March or in June 2017, but this will depend on the amount 
of information that will be received through the public consultation and the scientific 
assessment. In addition, ECHA is also considering expert consultation meetings if 
necessary based on the comments received.  

2.3.4. Questions & Answers 

Mr Jan HUITEMA (MEP) remarked that based on the information provided in slides number 
5 and 7 presented by Mr TARAZONA (EFSA), the daily intake of glyphosate to which people 
are exposed is 2 million times less than the dose necessary to develop its carcinogenic 
effects. Therefore, he stressed, while from a hazard perspective glyphosate might be 
considered as carcinogenic, from the risk assessment perspective, there is no significant 
risk for the consumers to develop cancer from the use of glyphosate. Additionally, he asked 
the audience why, considering that there is a consensus among scientists that glyphosate 
is safe, there is still a political debate about its authorisation. 

Mr Stuart Agnew (MEP) supported the argument raised by Mr Huitema, MEP, by stating 
that there is no risk of developing any sort of cancer from the use of glyphosate. Moreover, 
he emphasised that while IARC designated glyphosate as “probably carcinogenic”, they 
also classified other activities as possible carcinogenic, such as the cutting of human hair, 
sitting in front of the log fire, and drinking mate. He then remarked that while these 
activities are put on the same level as glyphosate, it is unlikely that the EU could ban them.  

Mr POC (MEP) first observed the EU system of authorisation has a low sensibility and high 
permeability and, as a consequence, people are not able to catch the complex context of 
the whole influence of pesticides. For instance, he explained that glyphosate was developed 
as an antibiotic, and, despite the EU fighting antibiotic resistance, glyphosate, which is an 
antibiotic, is sprayed in agriculture. This aspect, he stressed, was not taken into account 
neither by EFSA, nor by IARC. Furthermore, he asserted that also the metabolic influences 
of glyphosate were not taken into account. Thus, he urged the audience to consider the 
glyphosate issue with care, not only because of its direct toxicity, but also for its other 
properties, such us the endocrine disrupting ones. Further, Mr POC pointed out the 
endocrine disrupting properties of glyphosate were also not taken into account in the 
evaluations.   

Mr Euros JONES (European Crop Protection) reacted to the comment of MEP Mr POC by 
stating that the endocrine effects of glyphosate were taken into account by many countries. 
For instance, he recalled that the French Minister of Health claimed that glyphosate is an 
endocrine disruptor. Moreover, he reminded everyone that there has been an evaluation 
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from EFSA with regard to the endocrine effects of glyphosate, although not according to 
the new criteria.  

Prof. David ZARUK (author of the blog “The Risk-Monger”) recalled that very recently the 
other body of the WHO, the JMPR, concluded that glyphosate was probably not carcinogenic 
and explained the contradiction with IARC by explaining that IARC simply performs a 
hazard assessment, whereas JMPR carry out a risk assessment. He underlined that Prof. 
GUYTON (IARC) did not sufficiently stress these differences during her presentation and 
asked whether she believes that a hazard assessment has the same importance as a risk 
assessment, as well as further clarification about the differences. 

Ms Angeliki LYSIMACHA, Pesticide Action Network Europe (PAN Europe) remarked that 
there have been cases of people exposed to glyphosate at very low doses which led to the 
development of Non-Hodgkin lymphoma as presented by Dr GUYTON (IARC) during her 
presentation. Moreover, she underlined that there have also been genotoxic effects, as well 
as endocrine disrupting effects of the products containing glyphosate. 

Dr TARAZONA (EFSA) confirmed that all potential adverse effects for humans, as well as 
for the environment, including the ones mentioned by Mr POC, have been covered by the 
EFSA evaluation. He remarked that EFSA carried out a specific assessment for the 
endocrine disruptor effects of glyphosate, and this assessment is present in the 6000 pages 
of the conclusions published by EFSA. Dr Tarazona also recalled that EFSA has specifically 
indicated in its conclusion that some adverse effects may be triggered by endocrine 
disrupting mechanisms, and that is an issue that has to be clarified. He also remarked that 
EFSA has a clear indication that endocrine disruptors effects appear at high doses.  

With regard to the formulated products, Dr TARAZONA asserted that while the risk 
assessment of the products is carried out by the Member States, EFSA recommend 
including the assessment of the genotoxicity of the products in the evaluation. Finally, he 
stressed that EFSA is improving the transparency of the process by publishing, in 
accordance with the EU Regulations, the summary dossier, which is about 4000 pages, and 
the EFSA assessment, which is about 6000 pages. He also recalled the full report, which is 
close to 1 million pages, has not been published, as this was not requested by the EU 
Regulations. Nevertheless, he believes that there is sufficient information and scientific 
evidence available in both the summary and in the assessment that the transparency is 
safeguarded.  

Dr GUYTON (IARC) replied to the question raised by Prof. ZARUK stating that IARC has 
tried to be clear in clarifying that they only do the hazard assessment. Moreover, she 
stressed that on the IARC website they have question and answers that try to clarify the 
issue which, she believes, is very complicated for many people to understand. In particular, 
she pointed out that from the hazard evaluation the population can have different impacts 
depending on the scenarios. She firstly gave the example of the diverse substances that 
are included in the group 2A (“probably carcinogenic”). Secondly, she mentioned the 
studies which demonstrated that nurses who work during the night have a higher risk of 
breast cancer. This evidence explains that based on the hazard evaluation, people can have 
an increased risk of developing cancer.  

She then recalled that the IARC carried out a hazard evaluation and that they have strong 
evidence from the human studies about the carcinogenity of glyphosate. She also 
reiterated that the risk assessment is usually a quantitative estimate of risks associated 
with a particular exposure and that can differ depending on routes of exposure, intensity, 
timing and other factors that have to be taken into account. She then emphasised that 
IARC does not deal with these issues, as they deal with hazard which means evidence that 
cause cancer under some circumstances. Moreover, she stressed that putting these 
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circumstances in a specific context is the job of the risk assessors. She concluded by stating 
that IARC does not make policy recommendations with regard to glyphosate as they only 
describe the hazard evaluation.  

Mr POC expressed his disappointment regarding the answer given by Mr Tarazona (EFSA) 
and repeated that the metabolic influences as well as the antibiotic property of glyphosate 
were not taken into account by EFSA. He then questioned the JMPR’s recent evaluation on 
glyphosate by expressing his doubts about the independence of the JMPR’s chair.  

Mr TARAZONA reiterated that the EFSA evaluation covered all the relevant information 
available at that time of the assessment, as well as all the potential adverse effects for 
humans.  

2.4. Part III: Perspectives from civil society and doctors 

2.4.1. Agriculture and health risks – French experience  

Dr Pierre LEBAILLY, PhD, Epidemiologist, Coordinator of the Programme Agriculture et 
Cancer (AGRICAN) cohort 

Dr LEBAILLY focused in his presentation on the cancer risks in agriculture. He explained 
that according to the literature, while farmers are subjected to low risks of developing 
some cancers such as those related with smoking (e.g. lung cancer), they are subjected 
to higher risks of developing some other forms of cancer, such as prostate cancer, lip 
cancer, melanoma cancer, and others.  

He also stressed that from an epidemiologist perspective the crucial task is to measure the 
exposure to pesticides, as well as to improve the ways the exposure is measured. He also 
observed that today we have to deal with mechanisms of cancer that are not well known 
at the moment, such as the epidemic genetic mechanisms. Therefore, he believes, how 
pesticides are regulated and how certain mechanisms of cancers are measured should be 
questioned. Moreover, he declared that in order to understand the level of hazards 
stemming from pesticides it is important to look at the data from the Regulations and also 
at the peer-reviews in the literature. In particular, Dr Lebailly asserted that in the 
epidemiological studies as well as for regulation purposes there is currently no gold 
standard which allows the assessment of the exposure level stemming from (or to) 
pesticides, as it is difficult to identify people that are exposed and the level to which they 
are exposed.  

Furthermore, Dr Lebailly added that measuring the level of exposure to pesticides is 
particularly complex as it also depends on the tasks to which pesticides (and pesticide 
related equipment) are assigned. For instance, there are very few data that allows the 
measuring of the level of exposure which stems from: a) the personal use of certain 
pesticides, such as the (cleaning of) sprayers, insecticides on animals, and herbicides 
between crops; b) the use of certain pesticides as a re-entry task on certain crops and 
animals; and c) the use of some equipment that was previously exposed to pesticides, 
such as driving a tractor that was previously assigned to pesticide related tasks and is after 
assigned to other tasks, (the so called “secondary exposure”). 

Dr Lebailly then illustrated the main objectives of the AGRICAN cohort study, which are:  

i) dealing with cancer risks related to agricultural activities; 

ii) improving the exposure assessment of different hazards, including 
pesticides; 
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iii) focusing on the effects of hazards of the less studied population (e.g. 
women, farm workers, etc.) 

He then explained that there are several agricultural exposures, and that the AGRICAN 
study dealt with pesticides used on crops, on animals, and on barns. Moreover, he stated 
that the AGRICAN cohort study analysed almost 200,000 farmers in France, half of whom 
were women. All the farmers which were studied were exposed to different pesticides in 
different measures depending on the type of crops. For instance, according to the results 
of the study, on the one hand, 80% of men used pesticides on corn, compared to the 12% 
of women who used pesticides on the same plant. On the other hand, with regard to grapes, 
almost 100% women were exposed to the re-entry of pesticides.  

As a result of five years of monitoring and with 11,000 cancer cases studied, Dr Lebailly 
explained that with regard to farmers (including farm owners like the Agricultural Health 
Study and farm workers unlike AHS) there was no observed decrease risk of cancer in the 
crops, in contrast to what has been published in the literature. As far as the women were 
concerned, a decrease in the risk of cancer was also not observed. The decreased risk of 
cancer was only observed on farm owners, but not among farm workers. Overall, 
statistically significant increased risks of several cancers were also observed for both farm 
owners and farm workers for prostate cancer, multiple myeloma and, among women only, 
skin melanoma.  

Further, Dr Lebailly focused on the specific case of prostate cancer. In this regard, he 
explained that the majority of the studies have taken into account only the crude estimate 
of the exposure of farmers to pesticides used on fruit growing. As a result, no increased 
risk of developing prostate cancer for farmers was observed. However, he stressed that if 
studies had taken into account the long term exposure of pesticides on fruit growing, the 
result would have been an increased risk of developing prostate cancer among farmers, 
increasing 2 fold for farmers, and those who harvest the fruits, who have been using 
pesticides for more than 20 years. 

Dr Lebailly used this example to stress the need of having a more sophisticated system of 
evaluation of exposure that can lead to different results than the simple crude estimate 
studies. Since in Europe, the number of different crops and different active ingredients 
used in one growing season and moreover during a whole lifetime is high, farm owners 
and farm workers do not accurately remember the pesticides they used, the team of 
AGRICAN (Bordeaux and Caen Universities) has developed a crop exposure matrix 
PESTIMAT.  

2.4.2. Options based on clinical daily practices 

Prof Dr Xaver Baur, European Occupational and Environmental Medicines (EOM) Society, 
Founder and President 

Prof BAUR started his presentation with the analysis of the dispute between IARC and 
EFSA. He underlined that while IARC’s evaluation was carried out by 17 indicated 
independent experts in a transparent and rigorous manner, EFSA’s evaluation involved 
more experts who were anonymous. He also observed that there was no clarification on 
their affiliation as well as on their potential conflict of interests. Moreover, he brought to 
the attention of the audience the fact that the EFSA dossier did not report the original 
studies in detail. Moreover, the study descriptions and the assessment was provided by 
the Glyphosate Task Force (GTF), a consortium of the agricultural industry; the GTF report 
was amended and redundant parts were deleted by the RMS/EFSA. In addition, some 
confidential industry studies were taken into account by EFSA and were not disclosed to 
the public. Furthermore, with regard to the human carcinogenicity studies, EFSA did not 
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regard case control studies as reliable without any convincing arguments, and did not 
consider chromosomal studies. Consequently, the EFSA conclusion differed significantly 
from the one of IARC.  

Prof Baur then focused on the main topic of his presentation, namely his clinical experience 
in the occupation and environmental departments at the hospitals and universities. He 
stated that the predominant disorders are skin and respiratory disorders, but also lung 
cancer and mesothelioma which are nowadays predominantly caused by asbestos. In this 
regard, Dr Baur stressed that there are many parallels between asbestos and the 
glyphosate situation.  

He gave the example of one of his patients, a former power plant worker, who, three 
decades later, suffered from mesothelioma due to previous asbestos exposure and 
eventually died. At this point he illustrated a figure showing that in Germany – and similarly 
in most other western countries - there are at present almost 1,000 new cases every year 
of mesothelioma due to asbestos exposure. He also stressed that the key aspect to be 
taken into account is the long latency between the exposure and the development of such 
diseases, which takes almost 30/40 years to appear. Having this aspect in mind, he made 
a parallel between asbestos and glyphosate, stating that currently it is impossible to draw 
final conclusions on the health risks stemming from the use of glyphosate which, due to 
the long latency of the substance, may appear many years after the exposure. He also 
noted that recently the WHO published a report which declares that there were 10 million 
deaths due to asbestos exposure until a worldwide ban of the substance was put in place. 
Further, he pointed out that the mesothelioma case is not only an ethical issue, but also 
an economic issue considering the relevant costs for European countries to diagnose and 
treat mesothelioma (1,684 million euro annually in 15 countries). It is also an 
environmental issue as asbestos contamination poses a significant mesothelioma risk on 
the general society, despite this the industry still trivialise and deny its risks. 

With regard to the disorders in farmers and agricultural workers, based on his clinical daily 
outpatient practice, Dr Baur observed that these sectors developed various types of cancer, 
such as Non-Hodgkin-Lymphoma (NHL), bladder cancer, but also polyneuropathia and 
other disorders caused by different pesticides and herbicides.  

He then gave the example of a patient who worked between 1953 and 1996 in different 
farms and heavily used various herbicides and pesticides, including glyphosate. He 
developed an NHL, a cancer of the lymphatic system. Usually 50% of affected people do 
not survive after five years. Dr Baur also emphasised how difficult it is to find the cause of 
the disease, which can be the consequence of glyphosate exposure, but also of pesticide, 
genetic and unknown origin. 

Finally, Dr Baur stated that it is possible to learn a lot from the asbestos story and to 
translate the findings to the current glyphosate situation. Firstly, if interest groups keep 
trivialising or even denying the proven health risks stemming from glyphosate exposure, 
the risk at stake is to have a pandemic, like the asbestos one, which, according to the 
WHO, is killing 10 million people world-wide. Secondly, glyphosate and its formulations 
represent a new potentially hazardous internal load to the human body and the health risk 
is incalculable at present. Thirdly, based on experience with other environmental 
carcinogens, precaution is strongly recommended: there should be no contamination of 
everyday food, beverages, the environment, since cumulative long term effects may occur 
as already demonstrated in the asbestos case. Fourthly, not only after the asbestos 
pandemic and the diesel affair, it is evident that the current practice of risk assessment of 
potentially endangering agents does not sufficiently protect the health of European workers 
and citizens and the environment. He concluded by stating that the MEPs have a high 
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responsibility for the health of the next generations and they should not pose an 
incalculable risk on them. 

2.4.3. Approaches to management of glyphosate and disease prevention  

Ms Génon JENSEN, Health and Environment Alliance (HEAL), Executive Director 

Ms JENSEN presented the Health and Environment Alliance (HEAL) which is a membership 
network composed of 70 organisations in 28 countries, including doctors’ associations, 
patient groups, nurses’ associations, public heath institutes, environmental groups, and 
pesticide action networks. HEAL promotes health within environmental policies.  

Ms Jensen expressed the concern of HEAL about the reauthorisation of glyphosate, 
particularly because of the new science on its carcinogenic and potential endocrine 
disrupting properties. The first concern is summarised in the Scientists’ Consensus 
Statement published in February 2016 in the Journal of Environmental Health20 which 
outlines the increased human exposure on glyphosate and the adverse health outcomes 
that the exposure can cause.  Glyphosate use has increased considerably over the last 30 
years, such that human exposure has also vastly increased, which should be a reason for 
caution in decision making, particularly if there are scientific indications of potential harm. 

Exposure of all Europeans is likely – recent findings showed glyphosate in the urine of 99% 
of Germans tested (2000 people), and more recently 100% in the MEPs who volunteered 
for urine analysis. In particular, the growing and relatively new use of glyphosate shortly 
before harvest for desiccation of plants is an important new contributor to the increase in 
residue frequency and levels in some grain-based food products. The second concern of 
HEAL is about the long term persistence of glyphosate in the environment. The third 
concern is the carcinogenic effects of glyphosate. In this respect, Ms Jensen pointed out 
that pursuant to the EU law if pesticides are carcinogens (Category 1B) they cannot be 
authorised, therefore HEAL believes that, on the basis of the hazard assessment by IARC 
on carcinogenicity, and the scientific indications of endocrine disruption in mind, glyphosate 
should not be authorised at EU level. The fourth HEAL’s concern is about the glyphosate 
effects on nutrient balance.  

The fifth concern, Ms Jensen explained, is about the possible endocrine disruptor properties 
of glyphosate as scientific evidence links its exposure to endocrine disrupting chemicals. It 
is not about the assessment of risk, it is about whether the active substance has the 
inherent property of causing endocrine disruption which means it can interfere with natural 
hormones, the chemical messengers of our bodies and biological functions. The latter are 
a cause of concern since EDCs are not only implicated in severe diseases such as breast, 
prostate and testicular cancer, they may cause fertility problems, diabetes, obesity, as well 
as learning and behavioural problems in children. If glyphosate is an endocrine disruptor, 
the pesticides’ law forbids it from being authorised.  

Ms Jensen made several points on the differences between IARC, which does hazard 
assessment, whereas EFSA does risk assessments. IARC is the gold standard in hazard 
assessments; they rely solely on data available in the public realm. According to EU 
practice, to declare a substance carcinogenic what is needed is ‘sufficient’ evidence, as a 
minimum, in two animal species or in two separately conducted animal studies, which IARC 
found. Despite this, EFSA/Bfr analysis have dismissed these studies which provoked a 
response from 94 scientists who have written an open letter to Commissioner Andriukaitis 

                                                           
20  John Peterson Myers et al., Concerns over use of glyphosate-based herbicides and risks associated with 

exposures: a consensus statement, Environmental Health201615:19, February 2016, available at:  
https://ehjournal.biomedcentral.com/articles/10.1186/s12940-016-0117-0 (accessed June 2016).  

https://ehjournal.biomedcentral.com/articles/10.1186/s12940-016-0117-0
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stressing that the EFSA’s conclusion on glyphosate is “scientifically unacceptable”, 
“fundamentally flawed”, and “misleading”. In February 2016, a scientific consensus stated 
that “the current level of exposures to glyphosate-based herbicides can induce adverse 
health outcomes” and that ”the current EU ADI is probably at least three fold too high, 
based on a transparent, fully documented review of the [same] data” (same as the German 
Federal Institute for Risk Assessment). 

Ms Jensen then went on to put the decision making on glyphosate in the context of 
managing and preventing disease. An under recognised and under resourced area is 
primary prevention, which is making sure that environmental contaminants that can cause 
disease are reduced or prevented. HEAL strongly believes more needs to be done on 
primary prevention to reduce exposure to glyphosate, including as a minimum for 
glyphosate i) address outdated TDIs; ii) strict limits on pre-harvest use; iii) stop use by 
non-professionals; and iv) stop use in or near public parks, playgrounds.   

HEAL is one of several health actors working on primary prevention of glyphosate. The 
European Cancer Leagues (ECL), bringing together national charities across the EU, co-
hosted with MEPs against Cancer a briefing on glyphosate stating the “IARC’s findings 
suggest that banning glyphosate should be part of Europe’s cancer prevention policy”. 
Different cancer societies and medical groups in Portugal, France, Belgium, the UK and 
Malta are calling for greater health protection by reducing or eliminating glyphosate use. 
For example, le Ligue contre le cancer in France, with a membership of 700,000, has 
launched a petition against renewal of the licence for glyphosate by the European Union 
authorities. It recently welcomed the French government’s stance against the renewal of 
glyphosate’s authorisation: 

In conclusion, she stressed that along with a growing number of health groups such as 
cancer charities or medical associations, HEAL believes that the re-approval of glyphosate 
is against EU law and against the public will, as two-thirds of the public does not want 
glyphosate used and this number is increasing. Moreover, glyphosate may pose probable 
long term public health consequences and if glyphosate will be re-approved it is likely that 
more non Hodgkin Lymphoma cases, a tumour with a 50% mortality rate, will be seen in 
the population. Lastly, she also emphasised that individuals cannot choose to avoid 
glyphosate exposure, unlike some lifestyle choices. For all these reasons HEAL strongly 
believes that the EU should not re-authorise glyphosate.  

2.4.4. Closing remarks by the Chair 

In his closing remarks, Mr PETERLE stated that there is a problem as the European political 
decision makers are divided on the issue of glyphosate. He also expressed his contentment 
about the recent position of the European Parliament which he hoped will be respected by 
the European Commission. Moreover, he wished that a proactive approach will be 
developed with regard to the development and identification of safe alternatives to 
glyphosate, and urged for the application of the precautionary principle as explained by Dr 
Douma in his presentation. Mr Peterle also underlined that it will be important to take a 
decision on this issue, stressing that even a non-decision would be a decision. Finally, he 
stated that if mitigation measures have to be used, he thinks that these measures will be 
harmful to human beings. 
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ANNEX 1: PROGRAMME 

 

WORKSHOP  

 

EU’s Pesticide Risk Assessment 
System: The Case of Glyphosate 

24 May 2016 from 12.30 to 14.45  
European Parliament, Paul-Henri Spaak 4B001, Brussels  

Organised by the Policy Department A-Economy & Science 
for the Committee on the Environment, Public Health and Food Safety (ENVI) 

 

AGENDA 
 
12.30 - 12.40 
Opening and welcome  
MEP Mr Alojz PETERLE, co-Chair ENVI Health Working Group 

 

Part 1:  
EU policy context and latest developments 

 
12:40 -12:50 
Glyphosate: the process and latest EU policy developments 
Ms Sabine JUELICHER, European Commission, DG SANTE, Director for Food and feed 
safety, innovation 

12:50 – 13:00 
Regulating environmental risks: the case of glyphosate   
Dr Silvia Pieper, German Environmental Agency (UBA), Senior Scientific Officer - 
Ecotoxicology 

13:00 – 13:10    
Status of precautionary principle in EU risk management 
Dr Wybe DOUMA, T.M.C. Asser Institute, Senior Researcher 

13:10 – 13:20 
Questions & Answers  
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Part 2: 

Challenges and options based on available research and evidence 

 
13:20 – 13:30 
Glyphosate - from the identification of hazards to the evaluation of risks  
Mr Jose Vicente TARAZONA, European Food Safety Authority (EFSA), Head of Unit 
(Pesticides) 

13:30 – 13:40 
The carcinogenicity of glyphosate  
Dr Kate GUYTON, World Health Organisation (WHO), International Agency for Research 
on Cancer (IARC), Senior Toxicologist at the IARC Monographs Programme  

13:40 – 13:50 
ECHA’s Evaluation of glyphosate  
Dr Jack DE BRUIJN, European Chemicals Agency (ECHA), Director of Risk Management 

13:50 – 14:00       
Questions & Answers 

 

Part 3:  

Perspectives from civil society and doctors 

 
14:00 – 14:10 
Agriculture and health risks - French experience  
Mr Pierre LEBAILLY, Coordinator of the Programme Agriculture et Cancer (AGRICAN) 
cohort 

14:10 – 14:20 
Options based on clinical daily practice 
Prof. Dr Xaver BAUR, European Occupational and Enviornmental Medicines (EOM) 
Society, Founder and President 

14:20 – 14:30 
Approaches to management of glyphosate and disease prevention  
Ms Génon JENSEN, Health and Environment Alliance (HEAL), Executive Director 

14:30 – 14:40 
Questions & Answers 

14:40 – 14:45 
Closing remarks by the Chair 
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ANNEX 2: SHORT BIOGRAPHIES OF EXPERTS  

Ms Sabine JUELICHER 

Ms Jülicher holds a veterinary degree from the Free University Berlin and has a 
postgraduate qualification in food hygiene. She initially worked in research, later in public 
administration on a national and international level. Ms Jülicher joined the European 
Commission in 1999, working in the area of food safety before taking up management 
functions. She has been the Director of the Directorate for Food and feed safety, innovation 
since 1 January 2016. 

Dr Silvia PIEPER 

Dr Pieper currently focuses on the ecotoxicology and environmental risk assessment of 
Plant Protection Products (PPP), both in the active substance assessment for EU approval 
as well as in the authorisation procedure for PPP at zonal, national level. She is involved in 
the preparatory work and the development of several guidance documents (EFSA working 
groups; SANTE guidance) and since last year she has been a member of the EFSA Panel 
on Plant Protection Products and their Residues (PPR). Her scientific background is the 
ecology and ecotoxicology of soil fauna, with particular interest in its functional role and 
the provision of ecosystem services by soil organisms. Her expertise covers especially 
higher tier risk assessment in terrestrial environments, pesticide effects on terrestrial 
biodiversity (arthropods, soil organisms, amphibians & reptiles) and the impact of climate 
change on pesticide use and effects. 

Dr Wybe DOUMA 

Dr Douma studied law at the University of Groningen (the Netherlands) and the Eberhard 
Karls University, Tübingen (Germany) and wrote his PhD on the application in international, 
European and Dutch Law of the precautionary principle. He is senior research fellow at the 
T.M.C. Asser Institute for International and European and lecturer of International 
Environmental Law at The Hague University. His working experience includes lecturing and 
advising on European and international environmental law and issues of sustainable 
development in the EU and its neighbouring countries, South America and Asia to students, 
civil servants, judges, public prosecutors and diplomats. He worked in a wide range of EU 
environmental approximation projects, and senior legal expert in a team advising the 
European Commission on methods to apply the precautionary principle in EU chemicals’ 
law. Dr Douma was seconded to the Legal Department of the Dutch Environment Ministry 
over an extensive period. He is co-founder and editor-in-chief of the European 
environmental law website (www.eel.nl), editor of several environmental law journals and 
frequently publishes on a variety of Dutch, European and international environmental law 
issues. He is a board member of the Centre for the EU Law on External Relations (CLEER), 
member of the editorial board of the Proceedings of the Estonian Academy of Security 
Sciences and on the board of referees of the Lisbon Law Review. Currently he is working 
on finalising a report on the TTIP and the precautionary principle. 

Mr Jose Vicente TARAZONA 

Dr Tarazona, is a Doctor in Veterinary Medicine with a PhD in Toxicology. He developed his 
professional career as Assistant Professor of Toxicology at the University of Madrid and 
then as researcher and Head of Department at the Spanish National Institute for 
Agriculture and Food Research, serving also as a member of several EU, OECD and UN 
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scientific committees. In 2009, he moved to the European Chemicals Agency (ECHA) as 
Chair of the Committee for Risk Assessment and Scientific Chair for Evaluation. Dr 
Tarazona has been head of the Pesticides Unit at the European Food Safety Agency (EFSA) 
since 2013. 

Dr Kate GUYTON 

Dr Kate Guyton is a Senior Toxicologist at the International Agency for Research on Cancer 
(IARC), World Health Organization in Lyon, France. Dr Guyton received her scientific 
training in the United States.  She earned her BA (cum laude) and her PhD degrees from 
Johns Hopkins University, and postdoctoral training at the National Institutes of Health. Dr 
Guyton has been certified as a Diplomate of the American Board of Toxicology since 1998. 
Prior to joining IARC, she worked for the United States Environmental Protection Agency 
(2005-2014), receiving a Gold Medal for exceptional service. She also has experience, as 
the Director of Scientific Affairs at CCS Associates (1998-2005), working with the United 
States National Cancer Institute. Dr Guyton has authored more than 50 scientific 
publications in her area of expertise. 

Dr Jack DE BRUIJN 

Jack de Bruijn started working at the European Chemicals Agency (ECHA) from the start 
in September 2007. He is currently heading the Risk Management Directorate that is 
responsible for identifying and implementing the authorisation and restrictions’ processes 
under REACH as well as managing the classification related tasks resulting from the CLP 
Regulation. Since the beginning of 2014 the Directorate also manages and coordinates 
ECHA’s scientific evaluations and assessments under the Biocidal Products Regulations 
(BPR).  

Before joining the Agency, he worked at the European Chemicals Bureau (ECB) of the JRC 
in Ispra where he coordinated the development of the guidance documents for REACH. 
Before joining the ECB he worked for many years for the Dutch national authorities in the 
area of regulatory risk assessment of chemicals. He is a chemist by training and has a PhD 
in environmental toxicology. 

Dr Pierre LEBAILLY 

Pierre LEBAILLY, born in 1969, with an initial education background in biochemistry and 
toxicology followed by a PhD in Epidemiology on pesticides and cancer with a special 
attention on use of biomarkers of genotoxicity used among farmers. He spent more than 
one year at a post-doc in the Molecular Epidemiology Unit of Leeds University working on 
genetic susceptibility of AML cases. He is now a lecturer in Public Health and Epidemiology 
at the Caen Normandy University in France since 2006 and researcher and Deputy Head 
of the INSERM Unit Cancers & Preventions at the Comprehensive Cancer Center François 
Baclesse since 2012. He is one of the Principal Investigators and the coordinator of the 
AGRIculture & CANcer (AGRICAN) cohort, he is a member of the steering committee of the 
international consortium of agricultural cohorts (AGRICOH) coordinated by IARC and NCI 
since 2010. He has published more than 50 papers in English peer-reviewed journals 
mainly in epidemiology, occupational health and molecular epidemiology. 
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Prof. Dr Xaver BAUR 

Professor Baur received primary education and training in farming, and secondary in 
medicine. He graduated at the LMU University Munich were he obtained his Internship, 
finished Residency and became Dr.Sci. at the LMU University Munich. He obtained Board 
Certifications: Internal Medicine, Cardiology, Pulmonary Medicine, Occupational Medicine, 
Allergology, Environmental Medicine. He chaired Occupational Medicine at the University 
of Hamburg and Bochum, and was director of the two Institutes for Occupational Medicine 
at the Universities of Hamburg and Bochum from 1990 until September, 2012. After his 
retirement at the end of 2012, he was awarded a senior professorship at the Haukeland 
University Hospital, Bergen, Norway, and has been a Visiting Scientist at the Charité 
University of Medicine, Berlin, Germany. His current work focuses on diagnostics, health of 
miners, asbestos and agricultural workers. Xaver Baur is the initiator and current president 
of the charity European Occupational and Environmental Medicine (EOM) Society. He is 
also (advisory) board member of several scientific journals, e.g. of The Lancet Respiratory 
Medicine. Since 2012 he is Collegium Ramazzini Fellow. He has been chair, co-chair, and 
member of several European and national task forces, i.e. of the European Respiratory 
Society and several German medical scientific societies developing diagnostic guidelines 
and position papers on diagnostics, management, prevention and compensation of work-
related respiratory disorders, new lung function reference values, and ethical issues related 
to occupational and environmental medicine. 

Ms Génon JENSEN 

Génon K. Jensen is the Founder and Executive Director of the Health and Environment 
Alliance (HEAL). Ms Jensen has been an official member of the World Health Organization’s 
European Environment and Health process, representing the health sector since 2000, and 
serves on the WHO European Region’s Health in Climate Change committee. She is also 
on the Steering Committee of the International POPs Elimination Network, and serves as 
the coordinator for the working groups on climate and asthma of the US Collaborative on 
Health and the Environment (CHE), and co-chairs the EDC Strategy Group which highlights 
new science, EDC Science Briefs through a teleconference series. She received the 2014 
Clean Air in Cities Award for her valuable personal contribution to improving air quality in 
London and elsewhere.  

Genon K. Jensen is a co-author of several publications and reports, including “Halting the 
child brain drain: why we need to tackle global mercury contamination” (2006), "Acting 
NOW for better health: A 30% reduction target for EU climate policy” (2010), “The Unpaid 
Health Bill: How coal power plants make us sick” (2013), and “Health costs in the EU - How 
much is related to EDCs?” (2014). She also publishes in journals: “Early-life prevention of 
non-communicable diseases”, The Lancet, Volume 381, Issue 9860, Pages 3 - 4, 5, January 
4, 2013; and “Revising the EU Strategy on endocrine disruptors: nearing a decisive 
moment”, Journal of Epidemiology & Community Health, 10.1136/jech - 2012 – 201747, 
November 9, 2012. Ms Jensen has a degree in journalism and international politics from 
George Washington University in Washington, DC and an MA in European Administrative 
Studies from the College of Europe, Belgium. 
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	EXECUTIVE SUMMARY
	1.  LEGAL AND POLICY BACKGROUND
	Glyphosate is one of the most widely used herbicides. It is an active substance used in agriculture and horticulture, primarily to combat weeds that compete with cultivated crops. Glyphosate-based herbicides (GBHs) - common trade name “Roundup” - were first sold to farmers in 1974 by Monsanto, an US agricultural company. Since then, the volume of GBHs applied has increased approximately 100-fold and has been widely used by gardeners and farmers. 
	According to EU law, plant protection products, among which glyphosate is included, fall within the scope of Regulation (EC) No 1107/2009. This Regulation lays down rules for the authorisation of plant protection products in commercial form and for their placing on the market, use and control within the EU. Pursuant to Article 4 of the Regulation, an active substance shall be approved in accordance with Annex II, which sets out the procedure and criteria for the approval of the substances in question. Point 3.6.3. of Annex II specifies that “[a]n active substance, safener or synergist shall only be approved, if, on the basis of assessment of carcinogenicity testing carried out in accordance with the data requirements for the active substances, safener or synergist and other available data and information, including a review of the scientific literature, reviewed by the Authority, it is not or has not to be classified, in accordance with the provisions of Regulation (EC) No 1272/2008, as carcinogen category 1A or 1B” .
	Part of the scientific community has claimed that the use of glyphosate can be harmful for human health, resulting in the ban or restriction of the use of glyphosate in large parts of Europe. In 2015, the International Agency for Research on Cancer (IARC), the specialised cancer agency of WHO, classified glyphosate as “probably carcinogenic to humans” (Group 2A). The criteria used by the IARC for Group 2A are comparable to those for Category 1B in Regulation (EC) No 1272/2008. According to the IARC, the categorisation is used “when there is limited evidence of carcinogenicity in humans and sufficient evidence of carcinogenicity in experimental animals. Limited evidence means that a positive association has been observed between exposure to the agent and cancer but that other explanations for the observations (called chance, bias, or confounding) could not be ruled out. This category is also used when there is limited evidence of carcinogenicity in humans and strong data on how the agent causes cancer”.
	The IARC report generated a significant response among environmental groups, who called for a total ban of glyphosate. Moreover, 1.4 million people signed an online petition, organised by Avaaz, against the use of glyphosate. Monsanto, on the other hand, which manufactures glyphosate-resistant GM crops for use with Roundup, took a strong position against the IARC report and filed a legal challenge in the United States.
	In April 2015, the European Food Safety Authority (EFSA) received a mandate from the European Commission to consider the findings of the IARC and to carry out a peer review as part of the legal process required to renew authorisation of glyphosate use in Europe. Contrary to the IARC report, the results of the research conducted by EFSA claimed that glyphosate is “unlikely to pose a carcinogenic hazard to humans and the evidence does not support classification with regard to its carcinogenic potential according to Regulation (EC) No 1272/2008”. The opposite results of the findings generated a fierce debate between EU and UN agencies over whether glyphosate should be considered to cause cancer or not. 
	The findings of the EFSA were supposed to be used by the European Commission in deciding whether or not to keep glyphosate on the EU list of approved active substances. However, on Tuesday 8 March 2016, the EU Standing Committee on Plant, Animal, Food and Feed (PAFF Committee), tasked with the decision for a new 15-year licence for glyphosate, failed to reach a decisive majority, with the strongest opposition coming from Italy, France, Sweden and the Netherlands. One month later, on 13 April 2016, the European Parliament voted on a non-binding resolution urging, inter alia, the Commission to renew the marketing approval of glyphosate for just seven years, instead of fifteen, and for professional use only. 
	Furthermore, on 16 May 2016, another WHO body (the Joint Meeting on Pesticide Residues, JMPR) issued a report that concluded that glyphosate is “unlikely to cause cancer in people via dietary exposure”. On 18 and 19 May, a meeting of the PAFF Committee ended again with no vote over renewing the controversial herbicide. The European Commission now has to decide by 30 June 2016 whether or not to keep glyphosate on the EU list of approved active substances. If not, after a six-month grace period, Member States will be obliged to remove it from the market. Finally, the European Chemicals Agency (ECHA) is also currently dealing with an evaluation of glyphosate, but the results are not expected until the end of 2017.
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	MEP Mr Alojz PETERLE, Co-Chair, ENVI Health Working Group 
	The workshop was opened by the chair, Mr Alojz PETERLE (MEP), who welcomed all participants. He briefly set out the purpose of the workshop, and noted that the concerns related to the use of pesticides are increasing from an agricultural perspective but also with regard to its effects on human health, the environment and biodiversity. Glyphosate is omnipresent, and high concentrations of the pesticide can be found in water, soil and food, as well as in human bodies. People ingest glyphosate mainly from food, including cereals, which have been treated with a glyphosate based herbicide just prior to harvest. Mr Peterle noted that a recent study by the Heinrich Böll Foundation concluded that more than 99% of people in Germany have traces of the compound in their urine. 
	One of the questions that Mr Peterle hoped to have answered during the workshop was what could be considered a “safe limit” for chemicals such as glyphosate. While glyphosate has approval from regulatory bodies worldwide, there are growing concerns about its possible adverse effects. In particular regarding carcinogenicity, but also regarding its impacts on Parkinson’s disease, infertility and birth defects. Mr Peterle referred to the study of the IARC in 2015, which concluded that glyphosate is a probable human carcinogen. On the contrary, Mr Peterle noted that the EFSA has concluded that the glyphosate is not likely to be carcinogenic to humans and the evidence does not support the classification with regard to its carcinogenic potential. 
	These different results produced by EFSA and IARC have left many citizens concerned. According to Mr Peterle, citizens and civil society organisations reacted to both reports and many letters were received. Newspapers are full of articles with contrasting messages, and debates in the European Parliament have created a polarising atmosphere. Politics can become scientised, and science politicised. Mr Peterle stated that the different methods employed have led to a clash between the agencies, and - in Mr Peterle’s view - it is this divergence which requires additional attention. Mr Peterle said he was hoping to hear that there are signs of progress in corporation between both relevant agencies that would help all to better understand the different results. 
	Mr Peterle outlined the Commission’s approach, with a proposal for a blanket reauthorisation of glyphosate submitted to the Parliament. The resolution calling for restricted use was adopted during a plenary session last April. The European Parliament is, however, calling for a more comprehensive independent review of the chemical’s health effects and urging the Commission and the EFSA to disclose all of the scientific evidence behind its positive opinion. The Commission has now put forward a proposal that would re-authorise glyphosate for nine years with no new restrictions. In response, about 150 thousand citizens signed a petition calling for glyphosate to be banned and protests were organised ahead of the vote. The Standing Committee on Plants, Animals, Food and Feed met again on 19 May 2016 to vote on whether to extend the authorisation of glyphosate or not. Again, after failing to come to an agreement this past March, the Committee could still not get a majority of countries for or against the authorisation. Since it was obvious that no qualified majority would be reached, a vote was not held. 
	Mr Peterle explained that now the European Chemicals Agency is to review the possible carcinogenicity of glyphosate, but that progress will not be finalised before the end of 2017. After outlining the agenda, Mr Peterle then duly gave the floor to the first speaker, Ms Sabine Juelicher, Directive for Food and Feed Safety, Innovation of DG SANTE of the European Commission.
	Ms Sabine JUELICHER, European Commission, DG SANTE, Director for Food and feed safety, innovation
	Ms JUELICHER started her presentation by reinforcing the relevance of the topic, especially with regard to how farming is viewed in the future and the general use of pesticides. Her presentation focused on the process, highlighting that the process used is more comprehensive than the question of reauthorisation and the conditions under which a particular substance is used. She also stressed that the EU legislation making up the overall framework for plant protection products (commonly known as pesticides) is comprehensive and unique worldwide. As a result, pesticides and plant protection products are amongst the most heavily regulated products/chemicals in the chemicals’ area. 
	Ms Juelicher began by explaining the EU legislation including Regulation 1107/2009 concerning the placing of plant protection products on the market.  She mentioned how this covers the production phase and the risk assessment steps which have to be undertaken before any active substance can be approved, as well as the use phase (in particular the Directive on Sustainable Use of Pesticides). She also noted there are provisions on, for example, the use of machinery, and comprehensive legislation on maximum residue levels (MRLs), which ensure that pesticide residue in food and feed do not result in a risk to human health, even under a scenario of lifelong consumption. 
	Ms Juelicher then focused on the two steps of the process for approving glyphosate, the first one being the EU assessment of active substances for possible approval or re-approval. Under this step, and under the relevant legislation, active substances are assessed for their safety. Once this safety level has been established, they are approved for their use at EU level and added to a positive list. Therefore, unless comprehensive data has been brought forward to demonstrate the safety of the substance, it is not placed on a positive list, and it can subsequently not be used. 
	The second step addressed by Ms Juelicher is under the Member States’ responsibility. Once the active substance (glyphosate) has been approved, it can be used to make a final product which is sold commercially to farmers and other individuals. This final product must be approved by Member States, on the basis of EU legislation. Ms Juelicher referred to the following two examples of final products that include glyphosate: Roundup, produced by Monsanto, and Touchdown, produced by Syngenta.  Again, this is an authorisation process and may only be granted for those uses of the product which were demonstrated to be safe following a second step of risk assessment of the product. 
	Going back to the first step, Ms Juelicher explained how the one decision taken at EU level would apply to all 28 Member States. The approval for an active substance for the first time is usually set for 10 years, yet glyphosate was first approved in 2002. Next, a review is required, and after that the standard timeframe would usually be 15 years. The difference between the initial approval and renewal is the context of the data dossier. Ms Juelicher noted that for a renewal, outdated information is replaced, while other information (such as the boiling point of a substance) would be retained. 
	With regard to glyphosate, the renewal is only being talked about now due to Regulation 1107, which came into force in 2009. The subsequent new stricter criteria were to be used for reauthorisations, and for that reason the approval was prolonged together with other substances. 
	Ms Juelicher then explained how the re-approval is being undertaken in the case of glyphosate. In this case, Germany is the rapporteur Member State in charge of the re-approval, and tasked with evaluating the data dossier. Germany then produces a draft assessment report which is then transmitted to the European Food Safety Authority. EFSA then publishes a summary dossier of the documents, results, and draft assessment report, which are displayed online. The public are invited to comment on the draft. At the same time, a peer review is initiated, meaning all Member States, through their scientific bodies, review the draft assessment report and together draft a conclusion on whether the active substance can be expected to fulfil the assessment criteria laid down in legislation. The process for glyphosate is still ongoing, and EFSA has received a very high number of public comments. For this reason, the deadline for the Rapporteur Member State and EFSA has been prolonged in order to take these into account.
	Ms Juelicher then moved to the next stage, the approval of the product by Member States. As glyphosate has already been on the market for some time, there are a number of products that have already been approved by Member States. At this stage Ms Juelicher stressed that Member States are able to apply risk mitigation measures when developing a national strategy on the use of pesticides in their territory, for example prohibiting the use of herbicide on a sealed surface, developing training programmes for users and distributors of the pesticide, or banning its use in critical areas for environmental and health reasons. 
	Ms Juelicher finished her presentation by quickly addressing the setting of MRLs. She stressed that in the EU there is a very comprehensive, official monitoring programme for pesticide residue, for which around 80 thousand samples are taken annually, including 10 thousand samples alone for the testing of glyphosate in food products. This means they have a very comprehensive overview about the presence of this product in food, and therefore know that this product, in particular, has very few exceedances of the MRLs.
	Dr Silvia PIEPER, German Environmental Agency (UBA), Senior Scientific Officer - Ecotoxicology
	Dr PIEPER started her presentation by asking the question “why is glyphosate also an environmental case?” She explained that glyphosate is a broad spectrum herbicide, which means that it kills all plants and not just the target organism, and therefore may have unintended consequences. Because it is broad-spectrum, it has a range of uses, including for “all crops”, pre and post planting, in forests, grass lands, parks, gardens, essentially almost everywhere. Risks include harm to other plants, vertebrates, and biodiversity via the destruction of food webs.
	This does not necessarily mean the active substance cannot be approved. Normally the condition of approval includes risk mitigation measures. There are well-known risk management option mitigation measures available, for example no-spray buffer zones in fields acting to protect the environment. With glyphosate there are also indirect effects, as well as direct effects on non-target plants, by way of a disruption in the whole food web, resulting in insufficient insects for birds and animals. Dr Pieper noted that birds have been seen to decline only in agricultural areas, and to manage this, new mitigation measures are needed. This could include conservation flowering strips in fields, which are unsprayed and non-crop to support biodiversity and the food web. 
	Dr Pieper then presented some statistical evidence supporting the loss of biodiversity, especially birds, due to agricultural impacts, as well as results of mitigation measures. She stressed that such mitigation measures for the approval of glyphosate should not be compulsory but rather a precondition for the use of glyphosate, and such preconditions as risk mitigation measures are normal in the risk regulation of pesticides. In other cases, a vegetated buffer strip is required to mitigate runoff, and if it is not there, the pesticide cannot be used. 
	Therefore, a successful risk regulation of glyphosate is possible, given that the identified risks are high with regard to biodiversity and food web interactions. To finish her presentation, Dr Pieper stressed that the successful risk mitigation of glyphosate is possible and necessary, if the substance is to be approved under current legislation.
	Dr Wybe DOUMA, T.M.C. Asser Institute, Senior Researcher 
	Dr DOUMA started his presentation by outlining that the precautionary principle (PP) first came up during the 1980’s in Germany, and that it was created in order to deal with potential risks. Subsequently, the Germans introduced the PP at international level by including it in the non-binding text of the North Sea Conferences. The text stated that the PP was necessary to avoid potentially damaging impacts of substances, even when there is no scientific evidence to prove a causal link between emissions and effects. From there, the principle was then imported to the global level through the United Nations Conference on the Environment and Development (UNCED) held in Rio de Janeiro in 1992. The PP ended up in the final declaration as Principle 15 which states the following: “In order to protect the environment, the precautionary approach shall be widely applied by States according to their capabilities. Where there are threats of serious or irreversible damage, lack of full scientific certainty shall not be used as a reason for postponing cost-effective measures to prevent environmental degradation”.
	From that moment, the PP was also codified in the EU Treaty. Dr Douma noted that while all the other environmental principles were already included in the EU Treaty in 1987, the PP was only inserted in 1993. Currently, the PP is embedded in Article 191 of the Treaty on the Functioning of the European Union (TFEU). Dr Douma pointed out that: i) the PP is inserted in the EU Treaty without a definition; ii) it has a binding legal status; and iii) the PP is also included in the EU secondary law, for instance in the REACH Regulation and in the Plant Protection Products Regulation. 
	Furthermore, in 2000, seven years after the PP was codified in the EU treaty, the European Commission (EC) issued a Communication which explained how and when to use the PP. Dr Douma highlighted that the communication was the result of the division within the EC on this issue and, as a consequence, the final result is not always convincing. For instance, the Communication did not introduce an EU definition of the principle in question. It is important to note that, supported by the case law of the European Court of Justice, the European Commission stated that although the PP is embedded in the environmental protection part of the Treaties, it is a principle of a broader importance as it also refers to the protection of humans, animals and plant health.
	Dr Douma emphasised that there is a difference between the descriptions in the Communication and the Rio Declaration. In particular, the former does not stress that there is a threshold of serious or irreversible damages; thus, in principle the PP can apply to all potential damages. Moreover, the Communication makes a distinction between a prudent approach in the risk assessment phase and applying PP in the risk management phase. Dr Douma also stressed that when the PP is used, the reversal burden does not always have to be applied. However, the Communication says that in individual cases this might be necessary, for instance when a substance like pesticide is a priori (potentially) hazardous issue. In addition, the Communication specifies that following the application of the PP, the subsequent risk management decisions can be: i) either no measures (for the time being); or ii) precautionary measures (warning, ban, etc.). Finally, the Communication stresses that in these circumstances a maximum amount of transparency is needed. 
	As far as the Court of Justice of the European Union (CJEU) is concerned, in its case law it is confirmed that the PP is a legally binding principle and, consequently, it must be used for potential risks related to the environment, humans, animals, and plants. The CJEU also set out specific circumstances under which the PP can be used, and explained how in certain situations the legislator still has a margin of discretion to adopt measures. However, Dr Douma believes that, according to the most recent case law of the CJEU, in certain circumstanced, the EU legislator is obliged to adopt precautionary measures. 
	In order to prove its statement, Dr Douma then illustrated two recent case laws of the CJEU: the Neptune Distribution case, regarding the salt level in mineral waters, and the Pillbox 38 case, regarding E-cigarettes. According to the Neptune, the EU legislature “must take account of the precautionary principle, according to which, where there is uncertainty as to the existence or extent of risks to human health, protective measures may be taken without having to wait until the reality and seriousness of those risks become fully apparent”. Moreover, according to the Pillbox case “the identified and potential risks linked to the use of electronic cigarettes […] required the EU legislature to act in a manner consistent with the requirements stemming from the precautionary principle”.
	Finally, Dr Douma concluded that considering the TFEU, the CJEU case law, and Commission guidelines on the application of the PP:
	 The EU institutions must apply the PP in cases where there is uncertainty as to existence or extent of risks;
	 The PP justifies the adoption of restrictions; and
	 A decision not to adopt restrictions must be carefully motivated, identifying exactly what is known and the gaps in knowledge, as well as setting out in detail why potential risks did not warrant adoption of restrictions. 
	Axel SINGHOFFEN (EP Green Group advisor) asked two question to Ms JUELICHER. Firstly, he remarked that the EU Regulation refers explicitly to the precautionary principle and explicitly empowers the Commission to take action in case there is a potential health risk, and yet there are uncertainties. In this regard he underlined that the controversy between IARC and EFSA generated uncertainties, therefore the precautionary principle is fully applicable in the glyphosate situation. He also wondered why the European Commission, considering that the European Parliament have asked for a restriction for the non-professional use of glyphosate, has not proposed any explicit precautionary measures in its proposal. 
	Secondly, he remarked that indeed pesticides are developed to kill pests; however, glyphosate is a non-selective broadband killer which kills not only plants, but also bacteria, fungi, algae. In this regard he recalled that the glyphosate may have adverse impacts on biodiversity, as explained by Dr PIEPER, and that the EU law foresees that pesticides should not have such an effect. Therefore, he wondered why the European Commission thinks that the use of this non selective broadband killer complies with the provision of the law.
	Stuart AGNEW (MEP), first asked for further clarifications about the renewal of the licence for glyphosate. He also stressed that if glyphosate will be banned, or if the precautionary principle will be applied, this will have serious consequences for farmers in England who need the substance question in order to safeguard their food stocks in the long term. 
	Mr PETERLE asked the audience whether there are alternatives to glyphosate or not, stressing that he believes that other alternatives exist. 
	Ms JUELICHER (European Commission) first emphasised that in order to establish whether the precautionary principle should be applied, it has to be established whether there is or not a level of uncertainty in the current situation. She then remarked that the WHO website provides an explanation about the difference between the work carried out by the IARC and the one carried out by the Joint Meeting on Pesticide Residues (JMPR). In particular, she underlined that the processes carried out by the two WHO bodies, the hazard assessment and the risk assessment, are complementary and not contradictory. Furthermore, since the JMPR, which is in charge of the risk assessment like the EFSA, came to the same conclusion as the latter, which is that under a certain level the use of glyphosate does not pose any risks for human health, there is no situation of uncertainty at the moment that would trigger the application of the precautionary principle. 
	With regard to the non-professional use of glyphosate, Ms Juelicher recalled that some Member States have banned the non-professional uses of glyphosate. As regards the effects on biodiversity, Ms Juelicher stressed that there are mitigation measures that can be adopted in order to mitigate the risks on the environment. As far as the alternatives of glyphosate are concerned, Ms Juelicher added that while there are alternatives, it is understood that from the risk profile they can be even less favourable than the existing products. Finally, Ms Juelicher added that should there be new scientific knowledge coming up, this will be certainly taken into account. 
	Dr DOUMA stated that the original 15 years’ reauthorisation of glyphosate after being reduced to only nine years already represents an adoption of a precautionary measure. Therefore, he believes there is a presumption under which the precautionary principle should be applied. As for the alternatives, he stressed that they certainly have to be taken into account; however, this must not imply that in practice every single alternative should be investigated and only after full scientific evidence can a precautionary measure be applied. A situation of this kind, he stressed, would hinder the essence of the precautionary principle and would prevent its useful and practical effects. 
	Mr Jose Vicente TARAZONA, European Food Safety Authority (EFSA), Head of Unit (Pesticides)
	Dr TARAZONA presented the conclusions of the European Food Safety Authority on glyphosate. In this regard, he recalled that the EU public health assessment for pesticides is based on four different steps. The first step is hazard identification, which determines whether a chemical is capable of producing adverse effects on humans. The second step is called hazard characterisation and analyses which doses produce the adverse effects. The third step is the exposure assessment which measures the level of exposure which is expected for the citizens. Finally, the last step measures the actual level of risk - and not the hazard - for EU consumers.  (
	Dr Tarazona also highlighted the different roles of the different institutions involved. He stressed that with regard to the hazard identification phase, on the one hand, at EU level, the responsible institutions are the European Food Safety Authority (EFSA) and the European Chemicals Agency (ECHA). On the other hand, at international level, the responsible bodies are the International Agency for Research on Cancer (IARC) and the Joint Meeting on Pesticide Residues (JMPR), which both operate within the framework of the World Health Organisation (WHO). As far as the other three steps of the assessments are concerned, namely hazard characterisation, exposure assessment, and risk for consumers, Dr Tarazona observed that at EU level the only responsible institution is EFSA, whereas, at international level, the only responsible body is the JMPR. 
	After the general overview, Dr Tarazona explained in detail how glyphosate was assessed by EFSA. He pointed out that during the hazard identification procedure, EFSA assessed all the available evidence in humans and animals, with a specific focus on tumour induction mechanisms. At this point Dr Tarazona underlined that chemicals may either initiate a tumour, or promote a tumour after the initiation, or to have only secondary effects at very high doses. Dr Tarazona then reiterated that, according to the EFSA assessment, the only available evidence with regard to the carcinogenicity and genotoxicity of glyphosate is that it is able to produce only secondary effects and only at very high doses that are not relevant for humans. He also stressed that the JMPR’s recent report supports this conclusion. 
	Subsequently, Dr Tarazona tackled the hazard characterisation phase. In this regard, EFSA considered all adverse effects relevant for humans, also those not leading to the classification. As a result, the potential genotoxicity of glyphosate was also part of the assessment. Dr Tarazona also recalled that the aim of this phase is to measure which level of exposure leads to adverse health effects and especially to identify the so called “critical effects”. The latter are defined as the adverse health effects occurring at the lowest level in all available evidence. Therefore, if the risk assessment suggests these critical effects are prevented or confirmed, it can be assumed that all the other effects will also be prevented or confirmed. So the general principle of the hazard characterisation is to first select the adverse health effects that are relevant for humans, then identify the lowest doses (critical effects), and apply the risk assessment for those effects in order to cover all the relevant effects for humans.
	Dr Tarazona also presented the summary of the EFSA evaluation with regard to the hazard characterisation phase. He explained that carcinogenetic effects that were considered relevant by the IARC appeared in the EFSA evaluation at doses spanning from 1000 to 4800 mg/kg body weight (per day) during long term exposure. Other effects (e.g. rodent reproductive no-observed-adverse-effect-level (NOAEL), dog short-term NOAEL, mice overall NOAEL, etc.) occurred at lower doses, spanning from 100 to 300 mg/kg body weight. With regard to the critical effects selected by EFSA, they appeared in rabbits at doses higher than 50 mg/kg body weight. EFSA applied the standard uncertainty factor to protect humans at the value of 50 mg/kg body weight. Thus, EFSA’s recommendation is that the level of exposure of people should never be 0.5 mg/kg body weight per day. This value is 200 times lower than the effects that trigger the classification for carcinogenicity of glyphosate that were considered relevant by the IARC.
	Dr Tarazona then moved to the third phase of the public health assessment of pesticides, namely the exposure assessment. The aim of this phase is to measure the actual level of exposure of the European citizens. He stressed that with regard to glyphosate, EFSA has three different pieces of information. Firstly, the information included in the EFSA conclusion of the representative crops. EFSA covered all the representative uses in the conclusion, including experimental studies that measure the level of glyphosate that are expected in foods as well as exposure assessments according to the diets of EU citizens.  Secondly, the information contained in the exposure based on actual measurements in food where glyphosate is detected in about 60% of all food commodities for which it is assessed. Thanks to those measurements, it is possible to carry out an actual assessment in order to establish the level of exposure. And finally, the information stemming from the human biomonitoring data, which allows for the detection of the actual level of exposure of EU citizens. For instance, there have been several studies measuring the level of glyphosate in the human body through the analysis of urine. This process allows for the estimation of what is the expected level of risk for every person by comparing the concentration levels of glyphosate in the human body which are considered safe. Moreover, Dr Tarazona mentioned that EFSA is also conducting the review of all maximum residue levels (MRLs) and authorised uses in the EU that lead to potential residues of glyphosate in food. This review will be assessed in an EFSA opinion about the MRLs for glyphosate.
	Next, Dr Tarazona focused on the last phase of the EFSA evaluation: the EU consumers’ risk assessment. He first clarified that in the evaluation the risk is presented as the percentage of the maximum level (notably, 0.5 mg/kg body weight per day) that EFSA recommends. Moreover, he stressed that any values below 100% are considered as no public concerns as it represents the level of exposure which is considered fully acceptable since it does not lead to any risks for the consumers. 
	He then illustrated the information based on which EFSA reached its conclusion. According to the information included in the representative crops, the risk is 3% for the chronic and 9% for the acute reference doses. Therefore, being way below 100%, the risk is considered as very low. Furthermore, according to the measured residues in food the actual chronic exposure is 0.6% and the acute one is 23.4% (four times below the level of risk). Lastly, according to the human biomonitoring studies, which measure the actual level of risk for EU citizens, the exposure to residues in food, the so called dietary assessment, is 0.1% and 8.4% for the people exposed to non-dietary rules (which are people that actually apply glyphosate products), therefore both clearly below the 100% level that should be considered as a potential issue.
	Finally, Dr Tarazona concluded that:
	 the public health assessment is triggered by toxic effects that are different from carcinogenicity and appear at much lower doses;  
	 the Toxicological Reference Values proposed by EFSA offer a high level of protection, covering also the effects that were considered relevant by IARC; and
	 according to the EFSA estimations, there are no health concerns for European consumers that have been detected using three complementary exposure assessments.
	Dr Kate Z. GUYTON, World Health Organisation (WHO), International Agency for Research on Cancer (IARC), Senior Toxicologist at the IARC Monographs Programme
	Dr GUYTON presented the IARC assessment of glyphosate. She first recalled that the IARC evaluated glyphosate in March 2015 as group 2A, which means “probably carcinogenic to humans”. She pointed out that the classification referred to the strength of scientific evidence that glyphosate causes cancer. Moreover, she underlined that IARC did not carry out a risk assessment, but rather a hazard assessment. Dr Guyton also called attention to the two reasons according to which IARC evaluations are used as a reference worldwide. Firstly, she mentioned that all data are in the public domain and can be independently evaluated. She also stressed that this aspect is essential for transparency. Secondly, she declared that the evaluations are done by leading experts without vested interests. She emphasised that this aspect is important for independence. Subsequently, Dr Guyton stated that once an IARC classification is made, there can be a risk assessment, which is usually a quantitate estimate of cancer risks for different types of exposure. She also asserted that sometimes public health measures to protect workers and the public can be adopted.  
	Analysing in more detail the glyphosate evaluation, Dr Guyton underlined that the latter was done according to the IARC standard process. She explained that the scientific review process occurred over a period of about one year, the meetings took place in Lyon and were open to scientific observers and government representatives. She also stressed that IARC was pleased to have the participation of scientists from Monsanto, from industry organisations, such as the European Crop Protection Agency, as well as from academic institutions. Furthermore, Dr Guyton underlined that the IARC evaluation is a transparent process under which all the data under review can be accessed by all the meeting’s participants. In addition, given the intense interest in the Monographs, Dr Guyton specified that IARC shared their references with other health agencies, including the EFSA. Thus, IARC accelerated the production of the fully referenced Monographs that are now publically available on-line for free download.
	Further, Dr Guyton moved to the explanation on how glyphosate was evaluated by IARC. She stated that IARC monographs’ evaluation is based on a systematic assembling review of the all publically available evidence that addresses carcinogenicity. This included about 1000 studies, including laboratory studies of animals that have been exposed to glyphosate in its formulations, studies of people that were exposed to it in their jobs, and studies of people that have been exposed to it in their communities. In the end, the Monographs stated more than 250 references.
	Dr Guyton then summarised the evidence of the different types of studies mentioned above. She began by addressing the studies of cancer in humans and outlined that there were two kinds of study that were available concerning Non-Hodgkin lymphoma (NHL). The first was a case-control study which was carried out in three different regions of the world and showed increased risks of developing NHL. Moreover, Dr Guyton mentioned a different kind of study called the cohort study, the largest agricultural health study that has been done in three states in the US. This study, which is ongoing, showed no significant increase in risk based on the few cases of NHL that the scientists have observed. Furthermore, she mentioned another study that the working group undertook which is called the meta-analysis where all cases from all the studies were analysed. Dr Guyton believes that this is an objective method to combine all studies. She also mentioned that the meta-analysis showed significant increased risks of NHL in all the studies that were available. Overall, she affirmed that this led to a conclusion of limited evidence. 
	In addition to those, Dr Guyton referred to other studies about cancer in rodents. In particular, she mentioned two studies on the mouse where glyphosate was positive. The result was rare cancers and that is extremely important in assessing human risk. However, she pointed out that it is very challenging to detect signal from background noise. Nevertheless, there was high statistical significance that the evaluation done by the working group was fully in line with accepted principles and led to the conclusion that there was sufficient evidence of cancer in animals.
	Finally, Dr Guyton summarised the glyphosate hazard evaluation and stated there were two lines of studies that contained limited evidence of cancer (NHL) in humans; however, she remarked that the glyphosate formulations were done in different regions at different times, and this circumstance may indicate that glyphosate was the cause of the cancer. Other studies contained sufficient evidences of cancer in animals. A third type of study, called ‘mechanistic studies’, contained strong evidences of carcinogenic causes, DNA damage and oxidative stress. As a result, Dr Guyton affirmed that all together this led to the classification of glyphosate in group 2A (“probably carcinogenic to humans”).
	Dr Guyton also outlined what usually happens after the IARC classification. She stated the typical risk assessment is carried out, which is normally a quantitative estimate of cancer risk with exposure. This type of assessment is helpful for understanding the level of risks and addresses different exposure scenarios (e.g. in the diet, in the job, in the communities). She also mentioned the possibility of undertaking public health actions in order to reduce exposure to workers and the general public. Dr Guyton also underlined that IARC does not make any policy recommendations. It remains the responsibility of governments and international organisations to limit exposure to substances classified as carcinogenic by IARC.
	To end, Dr Guyton offers some suggestions in order to improve evaluations. Firstly, registering studies in advance; secondly, adopting clear methods for analysis and reporting; and thirdly, ensuring that all the public data are available. In the last slide Dr Guyton presented a complementary strategy aimed at prioritising pesticides for cancer hazard evaluation by using chemoinformatics, database integration and automated text mining.
	Dr Jack DE BRUIJN, Director, Risk Management Directorate, European Chemicals Agency (ECHA)
	Dr DE BRUIJN’s presentation focused on the ongoing ECHA assessment of glyphosate under the CLP Regulation (1272/2008/EC). However, he reminded everyone that the harmonised classification and labelling (CLH) process of glyphosate was at its very early stage, therefore he could not provide too many details about the evaluation, but rather give a general overview of the process, and how the transparency of the latter will be ensured.
	Firstly, Dr de Bruijn explained that the CLP Regulation implements the UN Global Harmonised System (GHS) for classification and labelling in the EU. The aim of this Regulation is to ensure a high level of protection of human health and the environment. He also added that under the CHL process the ECHA classifies the (active) substances based only on their hazardous properties. As a consequence, the CHL process cannot be qualified as a risk assessment as it does not take into account the level of exposure and the potential risk. Moreover, he underlined that the Regulation contains a high number of chemicals covered by harmonised classification and labelling (CLH) that can be found on the ECHA’s website.
	Dr de Brujin then illustrated that the CLH process is made of different steps. Accordingly, the Member States or (in some cases) the industry may submit a proposal to the ECHA in order to include a substance in Annex VI of the CLP Regulation (“harmonised classification labelling of a new hazardous substance”). It has to be noted that ECHA itself cannot propose the inclusion of a substance in Annex VI. The proposal is then evaluated by the ECHA’s Committee for Risk Assessment (RAC), which is a body composed of independent scientists appointed by the ECHA's Management Board based on the nominations of the Member States’ Competent Authorities. This body is in charge of issuing a scientific opinion based on the proposal. After that, the European Commission has to decide whether to include the substance in Annex VI. 
	Dr de Brujin underlined that the process is carried out in a transparent manner. This is ensured through the public consultation that is opened after the dossier has received the accordance check from the ECHA secretariat. During the public consultations all interested parties may provide comments which are also publically available on the ECHA’s website throughout the process. Moreover, the stakeholders (industries, NGOs, etc.) have the possibility to take part in the meetings of the RAC. Finally, at the end of the public consultation, the ECHA replies to all comments received. Dr de Brujin also remarked that, pursuant to the CLP Regulation, ECHA has 18 months to deal with a proposal. Moreover, he stressed that since 2009, when the CLH process started for the first time, the RAC has issued about 200 opinions that can be found on the ECHA’s website. The majority of these opinions have been adopted by the European Commission, and, consequently, ended up in changes to Annex VI of the CLP Regulation. In particular, pesticides and biocides currently represent 60% of the revisions in annex VI.
	With regard to the ECHA ongoing evaluation of glyphosate, Dr de Brujin explained that ECHA has received the proposal from the German authority which has gone through the accordance check and it is currently being revised by the human authorities. He also stressed that glyphosate is already in Annex VI of the CLP Regulation, and it is classified as a toxic substance which causes serious and high level damages. However, the German authority has requested an additional classification for specific targets organ toxicity (STOT RE) based on new data.
	He also noted that the process is now at its very early stage. Currently the rapporteurs have been appointed in accordance with the REACH Regulation governing the ECHA Committees and Committee’s Rules of Procedure. Moreover, the ECHA secretariat has completed the accordance check for the CLH dossier and the German authority is making the final revisions. The launch of the public consultation is planned for early June and it will last for 45 days. The human authorities will then answer to all the comments that will be provided and based on that the RAC rapporteurs will issue the opinion. The first discussion is expected in December 2016. The adoption instead is expected to take place in the RAC meetings, either in March or in June 2017, but this will depend on the amount of information that will be received through the public consultation and the scientific assessment. In addition, ECHA is also considering expert consultation meetings if necessary based on the comments received. 
	Mr Jan HUITEMA (MEP) remarked that based on the information provided in slides number 5 and 7 presented by Mr TARAZONA (EFSA), the daily intake of glyphosate to which people are exposed is 2 million times less than the dose necessary to develop its carcinogenic effects. Therefore, he stressed, while from a hazard perspective glyphosate might be considered as carcinogenic, from the risk assessment perspective, there is no significant risk for the consumers to develop cancer from the use of glyphosate. Additionally, he asked the audience why, considering that there is a consensus among scientists that glyphosate is safe, there is still a political debate about its authorisation.
	Mr Stuart Agnew (MEP) supported the argument raised by Mr Huitema, MEP, by stating that there is no risk of developing any sort of cancer from the use of glyphosate. Moreover, he emphasised that while IARC designated glyphosate as “probably carcinogenic”, they also classified other activities as possible carcinogenic, such as the cutting of human hair, sitting in front of the log fire, and drinking mate. He then remarked that while these activities are put on the same level as glyphosate, it is unlikely that the EU could ban them. 
	Mr POC (MEP) first observed the EU system of authorisation has a low sensibility and high permeability and, as a consequence, people are not able to catch the complex context of the whole influence of pesticides. For instance, he explained that glyphosate was developed as an antibiotic, and, despite the EU fighting antibiotic resistance, glyphosate, which is an antibiotic, is sprayed in agriculture. This aspect, he stressed, was not taken into account neither by EFSA, nor by IARC. Furthermore, he asserted that also the metabolic influences of glyphosate were not taken into account. Thus, he urged the audience to consider the glyphosate issue with care, not only because of its direct toxicity, but also for its other properties, such us the endocrine disrupting ones. Further, Mr POC pointed out the endocrine disrupting properties of glyphosate were also not taken into account in the evaluations.  
	Mr Euros JONES (European Crop Protection) reacted to the comment of MEP Mr POC by stating that the endocrine effects of glyphosate were taken into account by many countries. For instance, he recalled that the French Minister of Health claimed that glyphosate is an endocrine disruptor. Moreover, he reminded everyone that there has been an evaluation from EFSA with regard to the endocrine effects of glyphosate, although not according to the new criteria. 
	Prof. David ZARUK (author of the blog “The Risk-Monger”) recalled that very recently the other body of the WHO, the JMPR, concluded that glyphosate was probably not carcinogenic and explained the contradiction with IARC by explaining that IARC simply performs a hazard assessment, whereas JMPR carry out a risk assessment. He underlined that Prof. GUYTON (IARC) did not sufficiently stress these differences during her presentation and asked whether she believes that a hazard assessment has the same importance as a risk assessment, as well as further clarification about the differences.
	Ms Angeliki LYSIMACHA, Pesticide Action Network Europe (PAN Europe) remarked that there have been cases of people exposed to glyphosate at very low doses which led to the development of Non-Hodgkin lymphoma as presented by Dr GUYTON (IARC) during her presentation. Moreover, she underlined that there have also been genotoxic effects, as well as endocrine disrupting effects of the products containing glyphosate.
	Dr TARAZONA (EFSA) confirmed that all potential adverse effects for humans, as well as for the environment, including the ones mentioned by Mr POC, have been covered by the EFSA evaluation. He remarked that EFSA carried out a specific assessment for the endocrine disruptor effects of glyphosate, and this assessment is present in the 6000 pages of the conclusions published by EFSA. Dr Tarazona also recalled that EFSA has specifically indicated in its conclusion that some adverse effects may be triggered by endocrine disrupting mechanisms, and that is an issue that has to be clarified. He also remarked that EFSA has a clear indication that endocrine disruptors effects appear at high doses. 
	With regard to the formulated products, Dr TARAZONA asserted that while the risk assessment of the products is carried out by the Member States, EFSA recommend including the assessment of the genotoxicity of the products in the evaluation. Finally, he stressed that EFSA is improving the transparency of the process by publishing, in accordance with the EU Regulations, the summary dossier, which is about 4000 pages, and the EFSA assessment, which is about 6000 pages. He also recalled the full report, which is close to 1 million pages, has not been published, as this was not requested by the EU Regulations. Nevertheless, he believes that there is sufficient information and scientific evidence available in both the summary and in the assessment that the transparency is safeguarded. 
	Dr GUYTON (IARC) replied to the question raised by Prof. ZARUK stating that IARC has tried to be clear in clarifying that they only do the hazard assessment. Moreover, she stressed that on the IARC website they have question and answers that try to clarify the issue which, she believes, is very complicated for many people to understand. In particular, she pointed out that from the hazard evaluation the population can have different impacts depending on the scenarios. She firstly gave the example of the diverse substances that are included in the group 2A (“probably carcinogenic”). Secondly, she mentioned the studies which demonstrated that nurses who work during the night have a higher risk of breast cancer. This evidence explains that based on the hazard evaluation, people can have an increased risk of developing cancer. 
	She then recalled that the IARC carried out a hazard evaluation and that they have strong evidence from the human studies about the carcinogenity of glyphosate. She also reiterated that the risk assessment is usually a quantitative estimate of risks associated with a particular exposure and that can differ depending on routes of exposure, intensity, timing and other factors that have to be taken into account. She then emphasised that IARC does not deal with these issues, as they deal with hazard which means evidence that cause cancer under some circumstances. Moreover, she stressed that putting these circumstances in a specific context is the job of the risk assessors. She concluded by stating that IARC does not make policy recommendations with regard to glyphosate as they only describe the hazard evaluation. 
	Mr POC expressed his disappointment regarding the answer given by Mr Tarazona (EFSA) and repeated that the metabolic influences as well as the antibiotic property of glyphosate were not taken into account by EFSA. He then questioned the JMPR’s recent evaluation on glyphosate by expressing his doubts about the independence of the JMPR’s chair. 
	Mr TARAZONA reiterated that the EFSA evaluation covered all the relevant information available at that time of the assessment, as well as all the potential adverse effects for humans. 
	Dr Pierre LEBAILLY, PhD, Epidemiologist, Coordinator of the Programme Agriculture et Cancer (AGRICAN) cohort
	Dr LEBAILLY focused in his presentation on the cancer risks in agriculture. He explained that according to the literature, while farmers are subjected to low risks of developing some cancers such as those related with smoking (e.g. lung cancer), they are subjected to higher risks of developing some other forms of cancer, such as prostate cancer, lip cancer, melanoma cancer, and others. 
	He also stressed that from an epidemiologist perspective the crucial task is to measure the exposure to pesticides, as well as to improve the ways the exposure is measured. He also observed that today we have to deal with mechanisms of cancer that are not well known at the moment, such as the epidemic genetic mechanisms. Therefore, he believes, how pesticides are regulated and how certain mechanisms of cancers are measured should be questioned. Moreover, he declared that in order to understand the level of hazards stemming from pesticides it is important to look at the data from the Regulations and also at the peer-reviews in the literature. In particular, Dr Lebailly asserted that in the epidemiological studies as well as for regulation purposes there is currently no gold standard which allows the assessment of the exposure level stemming from (or to) pesticides, as it is difficult to identify people that are exposed and the level to which they are exposed. 
	Furthermore, Dr Lebailly added that measuring the level of exposure to pesticides is particularly complex as it also depends on the tasks to which pesticides (and pesticide related equipment) are assigned. For instance, there are very few data that allows the measuring of the level of exposure which stems from: a) the personal use of certain pesticides, such as the (cleaning of) sprayers, insecticides on animals, and herbicides between crops; b) the use of certain pesticides as a re-entry task on certain crops and animals; and c) the use of some equipment that was previously exposed to pesticides, such as driving a tractor that was previously assigned to pesticide related tasks and is after assigned to other tasks, (the so called “secondary exposure”).
	Dr Lebailly then illustrated the main objectives of the AGRICAN cohort study, which are: 
	i) dealing with cancer risks related to agricultural activities;
	ii) improving the exposure assessment of different hazards, including pesticides;
	iii) focusing on the effects of hazards of the less studied population (e.g. women, farm workers, etc.)
	He then explained that there are several agricultural exposures, and that the AGRICAN study dealt with pesticides used on crops, on animals, and on barns. Moreover, he stated that the AGRICAN cohort study analysed almost 200,000 farmers in France, half of whom were women. All the farmers which were studied were exposed to different pesticides in different measures depending on the type of crops. For instance, according to the results of the study, on the one hand, 80% of men used pesticides on corn, compared to the 12% of women who used pesticides on the same plant. On the other hand, with regard to grapes, almost 100% women were exposed to the re-entry of pesticides. 
	As a result of five years of monitoring and with 11,000 cancer cases studied, Dr Lebailly explained that with regard to farmers (including farm owners like the Agricultural Health Study and farm workers unlike AHS) there was no observed decrease risk of cancer in the crops, in contrast to what has been published in the literature. As far as the women were concerned, a decrease in the risk of cancer was also not observed. The decreased risk of cancer was only observed on farm owners, but not among farm workers. Overall, statistically significant increased risks of several cancers were also observed for both farm owners and farm workers for prostate cancer, multiple myeloma and, among women only, skin melanoma. 
	Further, Dr Lebailly focused on the specific case of prostate cancer. In this regard, he explained that the majority of the studies have taken into account only the crude estimate of the exposure of farmers to pesticides used on fruit growing. As a result, no increased risk of developing prostate cancer for farmers was observed. However, he stressed that if studies had taken into account the long term exposure of pesticides on fruit growing, the result would have been an increased risk of developing prostate cancer among farmers, increasing 2 fold for farmers, and those who harvest the fruits, who have been using pesticides for more than 20 years.
	Dr Lebailly used this example to stress the need of having a more sophisticated system of evaluation of exposure that can lead to different results than the simple crude estimate studies. Since in Europe, the number of different crops and different active ingredients used in one growing season and moreover during a whole lifetime is high, farm owners and farm workers do not accurately remember the pesticides they used, the team of AGRICAN (Bordeaux and Caen Universities) has developed a crop exposure matrix PESTIMAT. 
	Prof Dr Xaver Baur, European Occupational and Environmental Medicines (EOM) Society, Founder and President
	Prof BAUR started his presentation with the analysis of the dispute between IARC and EFSA. He underlined that while IARC’s evaluation was carried out by 17 indicated independent experts in a transparent and rigorous manner, EFSA’s evaluation involved more experts who were anonymous. He also observed that there was no clarification on their affiliation as well as on their potential conflict of interests. Moreover, he brought to the attention of the audience the fact that the EFSA dossier did not report the original studies in detail. Moreover, the study descriptions and the assessment was provided by the Glyphosate Task Force (GTF), a consortium of the agricultural industry; the GTF report was amended and redundant parts were deleted by the RMS/EFSA. In addition, some confidential industry studies were taken into account by EFSA and were not disclosed to the public. Furthermore, with regard to the human carcinogenicity studies, EFSA did not regard case control studies as reliable without any convincing arguments, and did not consider chromosomal studies. Consequently, the EFSA conclusion differed significantly from the one of IARC. 
	Prof Baur then focused on the main topic of his presentation, namely his clinical experience in the occupation and environmental departments at the hospitals and universities. He stated that the predominant disorders are skin and respiratory disorders, but also lung cancer and mesothelioma which are nowadays predominantly caused by asbestos. In this regard, Dr Baur stressed that there are many parallels between asbestos and the glyphosate situation. 
	He gave the example of one of his patients, a former power plant worker, who, three decades later, suffered from mesothelioma due to previous asbestos exposure and eventually died. At this point he illustrated a figure showing that in Germany – and similarly in most other western countries - there are at present almost 1,000 new cases every year of mesothelioma due to asbestos exposure. He also stressed that the key aspect to be taken into account is the long latency between the exposure and the development of such diseases, which takes almost 30/40 years to appear. Having this aspect in mind, he made a parallel between asbestos and glyphosate, stating that currently it is impossible to draw final conclusions on the health risks stemming from the use of glyphosate which, due to the long latency of the substance, may appear many years after the exposure. He also noted that recently the WHO published a report which declares that there were 10 million deaths due to asbestos exposure until a worldwide ban of the substance was put in place. Further, he pointed out that the mesothelioma case is not only an ethical issue, but also an economic issue considering the relevant costs for European countries to diagnose and treat mesothelioma (1,684 million euro annually in 15 countries). It is also an environmental issue as asbestos contamination poses a significant mesothelioma risk on the general society, despite this the industry still trivialise and deny its risks.
	With regard to the disorders in farmers and agricultural workers, based on his clinical daily outpatient practice, Dr Baur observed that these sectors developed various types of cancer, such as Non-Hodgkin-Lymphoma (NHL), bladder cancer, but also polyneuropathia and other disorders caused by different pesticides and herbicides. 
	He then gave the example of a patient who worked between 1953 and 1996 in different farms and heavily used various herbicides and pesticides, including glyphosate. He developed an NHL, a cancer of the lymphatic system. Usually 50% of affected people do not survive after five years. Dr Baur also emphasised how difficult it is to find the cause of the disease, which can be the consequence of glyphosate exposure, but also of pesticide, genetic and unknown origin.
	Finally, Dr Baur stated that it is possible to learn a lot from the asbestos story and to translate the findings to the current glyphosate situation. Firstly, if interest groups keep trivialising or even denying the proven health risks stemming from glyphosate exposure, the risk at stake is to have a pandemic, like the asbestos one, which, according to the WHO, is killing 10 million people world-wide. Secondly, glyphosate and its formulations represent a new potentially hazardous internal load to the human body and the health risk is incalculable at present. Thirdly, based on experience with other environmental carcinogens, precaution is strongly recommended: there should be no contamination of everyday food, beverages, the environment, since cumulative long term effects may occur as already demonstrated in the asbestos case. Fourthly, not only after the asbestos pandemic and the diesel affair, it is evident that the current practice of risk assessment of potentially endangering agents does not sufficiently protect the health of European workers and citizens and the environment. He concluded by stating that the MEPs have a high responsibility for the health of the next generations and they should not pose an incalculable risk on them.
	Ms Génon JENSEN, Health and Environment Alliance (HEAL), Executive Director
	Ms JENSEN presented the Health and Environment Alliance (HEAL) which is a membership network composed of 70 organisations in 28 countries, including doctors’ associations, patient groups, nurses’ associations, public heath institutes, environmental groups, and pesticide action networks. HEAL promotes health within environmental policies. 
	Ms Jensen expressed the concern of HEAL about the reauthorisation of glyphosate, particularly because of the new science on its carcinogenic and potential endocrine disrupting properties. The first concern is summarised in the Scientists’ Consensus Statement published in February 2016 in the Journal of Environmental Health which outlines the increased human exposure on glyphosate and the adverse health outcomes that the exposure can cause.  Glyphosate use has increased considerably over the last 30 years, such that human exposure has also vastly increased, which should be a reason for caution in decision making, particularly if there are scientific indications of potential harm.
	Exposure of all Europeans is likely – recent findings showed glyphosate in the urine of 99% of Germans tested (2000 people), and more recently 100% in the MEPs who volunteered for urine analysis. In particular, the growing and relatively new use of glyphosate shortly before harvest for desiccation of plants is an important new contributor to the increase in residue frequency and levels in some grain-based food products. The second concern of HEAL is about the long term persistence of glyphosate in the environment. The third concern is the carcinogenic effects of glyphosate. In this respect, Ms Jensen pointed out that pursuant to the EU law if pesticides are carcinogens (Category 1B) they cannot be authorised, therefore HEAL believes that, on the basis of the hazard assessment by IARC on carcinogenicity, and the scientific indications of endocrine disruption in mind, glyphosate should not be authorised at EU level. The fourth HEAL’s concern is about the glyphosate effects on nutrient balance. 
	The fifth concern, Ms Jensen explained, is about the possible endocrine disruptor properties of glyphosate as scientific evidence links its exposure to endocrine disrupting chemicals. It is not about the assessment of risk, it is about whether the active substance has the inherent property of causing endocrine disruption which means it can interfere with natural hormones, the chemical messengers of our bodies and biological functions. The latter are a cause of concern since EDCs are not only implicated in severe diseases such as breast, prostate and testicular cancer, they may cause fertility problems, diabetes, obesity, as well as learning and behavioural problems in children. If glyphosate is an endocrine disruptor, the pesticides’ law forbids it from being authorised. 
	Ms Jensen made several points on the differences between IARC, which does hazard assessment, whereas EFSA does risk assessments. IARC is the gold standard in hazard assessments; they rely solely on data available in the public realm. According to EU practice, to declare a substance carcinogenic what is needed is ‘sufficient’ evidence, as a minimum, in two animal species or in two separately conducted animal studies, which IARC found. Despite this, EFSA/Bfr analysis have dismissed these studies which provoked a response from 94 scientists who have written an open letter to Commissioner Andriukaitis stressing that the EFSA’s conclusion on glyphosate is “scientifically unacceptable”, “fundamentally flawed”, and “misleading”. In February 2016, a scientific consensus stated that “the current level of exposures to glyphosate-based herbicides can induce adverse health outcomes” and that ”the current EU ADI is probably at least three fold too high, based on a transparent, fully documented review of the [same] data” (same as the German Federal Institute for Risk Assessment).
	Ms Jensen then went on to put the decision making on glyphosate in the context of managing and preventing disease. An under recognised and under resourced area is primary prevention, which is making sure that environmental contaminants that can cause disease are reduced or prevented. HEAL strongly believes more needs to be done on primary prevention to reduce exposure to glyphosate, including as a minimum for glyphosate i) address outdated TDIs; ii) strict limits on pre-harvest use; iii) stop use by non-professionals; and iv) stop use in or near public parks, playgrounds.  
	HEAL is one of several health actors working on primary prevention of glyphosate. The European Cancer Leagues (ECL), bringing together national charities across the EU, co-hosted with MEPs against Cancer a briefing on glyphosate stating the “IARC’s findings suggest that banning glyphosate should be part of Europe’s cancer prevention policy”. Different cancer societies and medical groups in Portugal, France, Belgium, the UK and Malta are calling for greater health protection by reducing or eliminating glyphosate use. For example, le Ligue contre le cancer in France, with a membership of 700,000, has launched a petition against renewal of the licence for glyphosate by the European Union authorities. It recently welcomed the French government’s stance against the renewal of glyphosate’s authorisation:
	In conclusion, she stressed that along with a growing number of health groups such as cancer charities or medical associations, HEAL believes that the re-approval of glyphosate is against EU law and against the public will, as two-thirds of the public does not want glyphosate used and this number is increasing. Moreover, glyphosate may pose probable long term public health consequences and if glyphosate will be re-approved it is likely that more non Hodgkin Lymphoma cases, a tumour with a 50% mortality rate, will be seen in the population. Lastly, she also emphasised that individuals cannot choose to avoid glyphosate exposure, unlike some lifestyle choices. For all these reasons HEAL strongly believes that the EU should not re-authorise glyphosate. 
	In his closing remarks, Mr PETERLE stated that there is a problem as the European political decision makers are divided on the issue of glyphosate. He also expressed his contentment about the recent position of the European Parliament which he hoped will be respected by the European Commission. Moreover, he wished that a proactive approach will be developed with regard to the development and identification of safe alternatives to glyphosate, and urged for the application of the precautionary principle as explained by Dr Douma in his presentation. Mr Peterle also underlined that it will be important to take a decision on this issue, stressing that even a non-decision would be a decision. Finally, he stated that if mitigation measures have to be used, he thinks that these measures will be harmful to human beings.
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