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Corporate studies asserting herbicide safety show
many flaws, new analysis finds
Revelations come as Europe wrestles over renewal question for
Bayer’s Roundup herbicides

Carey Gillam
@careygillam

Fri 2 Jul 2021 11.00 EDT

A new analysis of more than 50 previously secret, corporate-backed scientific studies is
raising troubling questions about a history of regulatory reliance on such research in
assessing the safety of the widely used weedkilling chemical known as glyphosate, the
key ingredient in the popular Roundup herbicide.

In a 187-page report released on Friday, researchers from the Institute of Cancer
Research at the Medical University of Vienna in Austria said a thorough review of 53
safety studies submitted to regulators by large chemical companies showed that most
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do not comply with modern international standards for scientific rigor, and lack the
types of tests most able to detect cancer risks.

“The quality of these studies, not of all, but of many of these studies is very poor. The
health authorities … accepted some of these very poor studies as informative and
acceptable, which is not justified from a scientific point of view,” Siegfried
Knasmueller, the lead author of the analysis told the Guardian.

Glyphosate is the most widely used herbicide in the world, and is particularly popular
with farmers growing common food crops. But there is heated debate in many
countries about whether or not glyphosate herbicides should continue to be used due
to concerns they may cause cancer.

The corporate studies at issue focus on the genotoxic properties of glyphosate –
whether or not it causes DNA damage – and they support corporate assurances that the
chemical is safe when used as directed and does not cause cancer. They were
commissioned and/or conducted by the former Monsanto Co, which is now a part of
Bayer AG, as well as Syngenta, Dow, and others involved in making and/or selling
glyphosate.

Though some of the studies date back decades, they have been part of recent
submissions to regulators in Europe and the United States, where regulators have
agreed with the companies in concluding there is no cancer risk with glyphosate.
European officials reaffirmed that view in an 11,000-page report issued last month.

The new analysis challenges those safety assurances, finding that much of the
methodology used in the industry studies is outdated and not in keeping with
international quality standards. Of the 53 studies submitted to regulators by the
companies, only two were acceptable, according to current internationally recognized
scientific standards, said Knasmueller.

Particularly problematic, he said, was the focus on testing for chromosome damage in
early stages in red blood cells of the bone marrow in laboratory mice and rats. These
tests routinely detect only 50-60% of carcinogens, according to Knasmueller. “So many
carcinogens are not detected with this method,” he said.

A type of test known as “comet assay” has a much higher value for identifying
carcinogens because it can quantify and detect DNA damage in individual cells in a
variety of organs, and is commonly used for evaluating genotoxicity, according to
Knasmueller. But no comet assay tests were included, according to the analysis.
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“I cannot understand why the health authorities did not ask for such data,” said
Knasmueller, who is an expert in genetic toxicology and along with his work at the
cancer institute is editor-in-chief of two prominent scientific journals, including
Mutation Research – Genetic Toxicology and Environmental Mutagenesis.

Knasmueller was asked to review the studies by the SumOfUs non-profit advocacy
group, though he said he was not paid for the work. A co-author on the analysis and
fellow cancer institute scientist, Armen Nersesyan, was paid roughly €3,500 ($4,146) ,
however.

If Knasmueller’s observations are accurate, the new finding of flaws in industry studies
means regulatory assurances about glyphosate safety in Europe and the United States
have been based, at least in part, on shoddy science.

Analysis comes at a critical time as Bayer is asking European regulators to reauthorize glyphosate ahead of
the expiration of approval next year. Photograph: Josh Edelson/AFP/Getty Images

Linda Birnbaum, former director of the US National Institute for Environmental Health
Sciences, said there has been an ongoing problem that is not unique to glyphosate with
regulators taking industry studies “at industry’s word”, while ignoring red flags raised
in non-industry-funded research.

The European Food Safety Authority (EFSA) said it could not comment on the analysis
but said all interested parties will have the opportunity to submit comments on the
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draft assessment of glyphosate. The agency did not answer a question about its level of
confidence in the validity of industry studies.

The US Environmental Protection Agency (EPA) confirmed that no comet assay tests
are required but said the agency “strives to use high-quality studies” and “a broad set
of data” when evaluating pesticides. As well, the EPA “independently evaluates
required studies for scientific acceptability” that meet agency and international
guidelines, an EPA spokeswoman said.

The analysis comes at a critical time as Bayer and a contingent of companies calling
themselves the Glyphosate Renewal Group (GRG) are again asking European regulators
to reauthorize glyphosate ahead of the expiration of approval next year, and as the
industry battles to preserve glyphosate use globally.

Bans or reductions in use have been called for in several countries, including Mexico,
where a glyphosate ban is to take effect in 2024, and in France, where the government
last year announced financial incentives for farmers who stopped using the chemical.
In the US, New York City recently banned glyphosate use on city property and other
cities have implemented reductions or bans.

The GRG did not respond to a request for comment. But Bayer, a leading member of the
GRG, said the package of studies submitted to regulators is “one of the most extensive
scientific dossiers ever compiled for a pesticide active ingredient”.

Bayer said for the current registration review, it was “required” to submit the older
genotoxicity studies along with new corporate genotoxicity studies. As well, the
companies submitted to regulators “a vast review of thousands of published scientific
publications regarding glyphosate”, said a Bayer spokesman.

Concerns about glyphosate have mounted since 2015 when the International Agency
for Research on Cancer (IARC), part of the World Health Organization, classified
glyphosate as a probable human carcinogen based on scientific studies conducted by
independent researchers. Unlike regulators, IARC relied primarily on a large body of
published and peer-reviewed research and not industry studies in its classification.

The IARC classification led a group of European lawmakers in 2017 to demand access to
industry studies that had been given to regulators but withheld from public scrutiny.
Monsanto’s are stamped as “company confidential”.

A 2019 court decision forced EFSA to provide public access, however, clearing the way
for scrutiny such as the Knasmueller analysis.
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… we have a small favour to ask. Tens of millions have placed their trust in the
Guardian’s fearless journalism since we started publishing 200 years ago, turning to
us in moments of crisis, uncertainty, solidarity and hope. More than 1.5 million
supporters, from 180 countries, now power us financially – keeping us open to all,
and fiercely independent.

Unlike many others, the Guardian has no shareholders and no billionaire owner. Just
the determination and passion to deliver high-impact global reporting, always free
from commercial or political influence. Reporting like this is vital for democracy, for
fairness and to demand better from the powerful.

And we provide all this for free, for everyone to read. We do this because we believe
in information equality. Greater numbers of people can keep track of the global
events shaping our world, understand their impact on people and communities, and
become inspired to take meaningful action. Millions can benefit from open access to
quality, truthful news, regardless of their ability to pay for it.

It is not clear if some or all of the 53 studies examined in the analysis are part of the
package the GRG recently submitted to European authorities.

Glyphosate was only narrowly given a five-year renewal in Europe in December 2017
after the European parliament voted against renewal.

Several questionable interactions between Monsanto and regulators have come to light
in recent years, including the fact that EFSA dismissed a study linking the company’s
weedkiller to cancer after consultation with a US EPA official linked to Monsanto.
Documents also demonstrated that an EU report declaring glyphosate safe was in part
copied and pasted from a Monsanto study.

And when the EPA consulted with a scientific advisory panel assembled in Washington
DC in December 2016, panel members complained that EPA officials were not following
proper scientific guidelines for how to assess research about glyphosate health
impacts.

“This puts once more a finger on a sore spot: that national regulators do not seem to
pay close scrutiny when looking at the quality of industry’s studies,” said Nina
Holland, researcher at the watchdog group Corporate Europe Observatory. “This is
shocking as it is their job to protect people’s health and the environment, not to serve
the interests of the pesticide industry.”
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