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Chemicals legislation managed by ECHA
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ECHA’s founding Regulation was described as: ‘blue print 

for participatory law-making’

Transparency, public consultations and stakeholder 

involvement to bring the EU decision making closer to 

citizens



ECHA’s Transparency Approach

1. Clearly explained activities and processes 

2. Open decision making
• Registry of regulatory intentions 

• Public consultations, followed by a public response 
to comments document

• Observers from Accredited Stakeholder 
Organisations participate in Committee meetings

• Public minutes

• Decisions and opinions published

3. Information made public, in a timely 
manner 
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Ethics and 
independence 

ECHA Policy
covers all 
experts and
staff and deals
with potential 
interest before, 
during and after 
work at ECHA
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Committee for Risk 
Assessment

• Independent experts nominated by EU/EEA countries 
and appointed by the ECHA Management Board 
(mostly Competent Authority scientists)

• Appointed in their personal capacity and not bound to 
instructions from Member States

• 53 members (26 Member States and 2 EEA)

• Always chaired by an ECHA employee
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Eligibility and participation in RAC

• Eligibility criteria for membership, screened upon nomination 

• RAC members may not be employed by a private enterprise, 
industry association or other body with any direct interest in 
the work of ECHA

• Annual Declarations of Interest and specific declarations to 
each agenda point at the start of each plenary meeting

• Member States not allowed to brief Committee members but 
are obliged to support them in their work

Stakeholders in the work of RAC

• RAC meetings regularly attended by: EEB, ETUI, EuCheMS, 
CEFIC, ECPA, Eurometaux and CONCAWE, 
• other occasional stakeholders on request
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Classification & labelling of
glyphosate: carcinogenicity



Handling the glyphosate dossier

• Germany submitted the CLP dossier 

• Usual 6 week public consultation
• response to comments document prepared

• RAC invited specific organisations to present their views and 
recent work on glyphosate:
• IARC, FAO/WHO JMPR, HEAL, the Glyphosate Task Force, EFSA and 

Germany as Dossier Submitter 

• Stakeholder observers were present throughout the ca. 12 
hours of debate and were able to make meaningful 
interventions

• The German members of RAC declared a conflict of interest 
and did not participate in the debate

• Dedicated webpages, interviews with stakeholders, 
correspondence on the dossier published etc. 
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Responsibility for studies (pesticides, 
biocides and industrial chemicals)

• EU regulations make industry responsible for 
demonstrating the safety of their chemicals 

• Includes an obligation to carry out the necessary 
safety studies, including animal studies

• Law in the EU protects the proprietary rights of the 
study owner

• EU regulations require that a robust study summary 
be provided for regulatory purposes 
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Reliability of studies

• Reliability of studies in a dossier is key to their evaluation

• Internationally standardised guidelines are required for 
testing, including animal studies (e.g. OECD test guidelines)

• Good Laboratory Practice, an OECD developed quality 
system is currently mandatory for such work in the EU/EEA 
and is central to the credibility of studies
• GLP covers critical aspects such as study reporting and the chain of 

control of the study data

• GLP accredited laboratories undergo regular facility inspection by the 
National GLP Inspectorate

• The archived study files are also open to inspection by the National GLP 
inspectorate.
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The available carcinogenicity studies on 
glyphosate

• 18 studies identified by the Dossier Submitter

• 12 evaluated by RAC (7 in rat, 5 in mice – given in grey on 
the next 2 slides)

• 6 studies mentioned by the Dossier Submitter were either 
seriously flawed (incl. too low dose), not GLP/OECD 
guideline compliant, poorly reported or a combination of 
these - thus were not considered in detail by RAC 
• Among these, RAC also noted two negative studies

Studies were commissioned by at least 7 different companies 
and carried out in 10 or more different laboratories in the 
USA, Europe, Japan and India
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Carcinogenicity studies on 
glyphosate in rats
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No Study author 
(Year)

Laboratory Sponsor

1 Lankas (1981) Bio/dynamics Inc. Monsanto

2 Stout and Ruecker 
(1990)

Monsanto Monsanto

3 Atkinson (1993) Inveresk Res. Int. UK Cheminova, DK

4 Suresh (1996) Rallis Research Centre, 
Bangalore, India

Feinchemie
Schwebda, DE

5 Enomoto (1997) Institute of Env. Toxicology, 
Japan

Sankyo, Japan

6 Brammer (2001) Central Toxicology 
Laboratory, UK

Syngenta, UK

7 Wood (2009) Harlan Labs, Propath UK Nufarm, Aus/NZ

8 Chruścielska (2000) ? KBN, Zaklady
Chemiczne Organika, 
Poland

9 Séralini (2012) Univ. Caen, France Univ. Caen, Several 
French Foundations

10 Calandra (1974) IBT Monsanto

11 Bhide (1988) Indian Institute of Toxicology Excel Industries, 
Bombay, India



Carcinogenicity studies on 
glyphosate in mice
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No Study author (Year) Laboratory Sponsor

12 Knezevitch and Hogan (1983; 
revised 1986)

Bio/dynamics Inc. Monsanto

13 Atkinson (1993) Inveresk Research 
International

Cheminova, DK

14 Sugimoto (1997) Institute of Environmental 
Toxicology, Japan

Sankyo, Japan

15 Kumar (2001) Rallis Research Centre, 
Toxicology Department, 
Bangalore, India

Feinchemie
Schwebda, DE

16 Wood (2009) Harlan Laboratories, Propath 
UK

Nufarm Aus/NZ

17 Bhide (1988) Indian Institute of Toxicology Excel 
Industries, 
Bombay, India

18 Vereczkey & Csanyi (1982) Alkaloida, Institute of Drug 
Research, Budapest
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Weight of evidence in the CLP Legislation

• With multiple studies, where there is no clear key study, then 
all the available information is considered together 

• The quality and consistency of the data is 
given appropriate weight

• Both positive and negative results are 
assembled together in a single weight of 
evidence determination

• The role of epidemiology data is specifically 
considered 

CLP Art. 9(3) and Annex I, 1.1.1.
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Classification of glyphosate

Conclusions

• Studies of sufficient reliability and relevance to allow a 
robust evaluation

• In rats, convincing evidence of glyphosate-induced 
tumors was not demonstrated 

• The findings in the individual mouse studies were not 
strong enough by themselves to warrant classification

• Evidence from epidemiological studies was considered 
insufficient to demonstrate carcinogenicity in humans

Taking a weight of evidence approach, RAC agreed by 
consensus that no classification for carcinogenicity is 
warranted



Conclusions

• RAC had access to the original carcinogenicity 
study reports and focused on this material

• High degree of transparency in processing the dossier

• 36 RAC members from across the EU/EEA agreed on 
no classification by consensus

• ECHA and RAC had no interest in any particular 
outcome

• One of over 250 CLH cases already dealt with by 
RAC under CLP

If new data emerges, any Member State or the 
Commission can mandate RAC to re-assess
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Thank you for your 
attention

tim.bowmer@echa.europa.eu

ari.karjalainen@echa.europa.eu
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Genotoxicity

• A large number of in vitro studies including mutation 
and chromosomal aberration assays using standard 
protocols

• a broad data set of both unpublished, largely GLP 
and OECD guideline compliant in vivo reports as well 
as publicly available studies (14 studies, 11 oral)

• Supporting Comet assays (in vitro and in vivo) 

• Studies involving human exposure to GBH

RAC concluded that glyphosate does not result in gene 
mutations or chromosomal aberrations but there was 
evidence of transient strand breaks. No classification of 
glyphosate for germ cell mutagenicity is warranted
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Carcinogenicity

Animal studies

• Rats: Total 11 Studies (7 fully considered)

• 6 studies GLP/ OECD Guideline compliant. 5 were 

negative, all were considered
• Evidence for tumours in the pancreas, liver and thyroid seen in one study 

were considered in detail

• 5 studies not guideline/GLP compliant: two negative but 

one had positive findings and was considered
• Evidence for pancreatic adenomas was considered in detail 

• RAC concluded that the rat studies overall did not 

demonstrate convincing evidence of glyphosate induced 

tumours

• Low incidence but statistically significant trend for adenomas. Levels 

of carcinomas (liver and thyroid only) were not significantly 

increased. No progression into more malignant forms observed.
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Animal studies

• Mice: Total 7 Studies (2 not considered in detail) 

• 5 studies were GLP and OECD Guideline compliant.

• Evidence for renal tumours, haemangio-sarcomas and 

malignant lymphoma present at low levels were considered 

in detail:

• Malignant lymphomas increased in 4 studies (3 x CD-1). Common 

tumour type in Swiss mice and high control values in female CD-1

• Renal tumours at low incidences in 3 studies (2 studies at v. high 

doses). These tumours are rare in CD-1 mice.

• Haemangiosarcomas increased in 2 studies at the highest dose.

• RAC considered: statistical significance (pairwise vs trend 

tests), biological relevance and consistency, including 

comparison with historical control data, differences in 

findings between the sexes and the high doses used in 

some studies

Carcinogenicity



Epidemiology

• Cohort study (AHS): prospective, still ongoing - no 
increased risk identified

• Case-control studies, reviews, re-analyses and meta-
analyses show only weak statistically significant 
associations between exposure to glyphosate-based 
herbicides and findings of cancer, especially non-
Hodgkin’s lymphoma. 

• A causal relationship could not be confirmed by RAC: 
chance, bias and confounding factors could not be 
ruled out with reasonable confidence.

• RAC concluded that the evidence from epidemiological 
studies was insufficient to demonstrate carcinogenicity 
in humans. 
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