Ghost-written study backed Canada's most-used herbicide. Now retracted, it's raising red flags on approval process
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The retraction of a "cornerstone" cancer study Canada's pesticide regulator used to approve Canada's most common herbicide is raising concerns about Ottawa's plan to grant most pesticides indefinite approval. 
Late last month, editors at the Journal of Regulatory Toxicology and Pharmacology retracted a decades-old review article by Gary M. Williams, a pathologist at New York Medical college, Robert M. Kroes, then a researcher at Utrecht University and Ian C. Munro, who worked for Cantox Health Sciences International, that argued glyphosate and its commercial formulation RoundUp didn't pose a cancer risk. 
Their scathing retraction letter cited court documents that show Monsanto employees ghost-wrote the study and suggest the company may have paid the authors. The study only cited unpublished Monsanto studies, ignoring other contradictory research that existed at the time. Williams, the only living author, did not respond to the journal's request for an explanation. 
It went on to become a prominent piece of research that has been used by Health Canada and others to help justify keeping glyphosate legal for use on Canadian crops.
"It's on the very top of this hierarchy of glyphosate papers," said Sasha Alexander Kaurov, a researcher who studies public trust in data. He co-authored the research that prompted the retraction alongside climate disinformation expert Naomi Oreskes. "In policy documents worldwide, it's still cited."
Health Canada said it "acknowledges" the retraction, but said the ministry's Pest Management Regulatory Agency (PMRA) "independently reviewed" the primary data sources cited in the review. Therefore, the retraction "does not affect [the PMRA's] previous review conclusions." 
The agency said its re-evaluation "included more than 1,300 studies." But most of those were excluded from the agency's most recent glyphosate re-evaluation, which includes two documents: a proposed re-evaluation document from 2015 and the final 2017 decision document. 
The refusal by Health Canada to reasses the safety of glyphosate after the retraction of a "cornerstone" cancer study has critics doubting the agency's credibility: "I don't think any of us will trust anything PMRA is going to say."
Those documents only cite six studies on chronic toxicity; the retracted paper cited three of those studies, all of which used unpublished Monsanto data. In other words, half of the body of evidence the government reviewed in its final decision has now been called into question. 
In their retraction, the journal editors said the ties between the retracted study's authors and Monsanto "bring into question the broader objectivity of the conclusions presented."
Of the remaining three studies cited by the PMRA to approve glyphosate, one of them contained  "equivocal evidence" that glyphosate can cause cancer, according to a PMRA reviewer, leaving only two studies to bolster the regulator's case that the pesticide is safe. 
The cancer risk assessment section of the PMRA's final 2017 decision document notes the agency considered multiple studies, but primarily references review documents — included the retracted one — and reports from other regulators. 
The agency has since "continued to monitor" scientific literature and information from international scientific authorities and other countries' regulators, it said. The EU's most recent review of glyphosate, which approved the chemical's continued use in Europe in 2023, is based on findings that "are consistent" with Canada's approach, it said. The European review also cites the retracted paper to justify its decision. 
EU member states couldn't reach a qualified majority to approve the pesticide's continued use, forcing the European Commission to unilaterally re-approve its use for 10 years. That decision triggered a lawsuit from several environmental groups, who say the regulator ignored "an impressive body of scientific evidence" about the health and environmental risks the pesticide poses. 
Moreover in 2022, the US Environmental Protection Agency (EPA) withdrew its interim glyphosate approval because its conclusions about the pesticide's cancer risks were flawed. The withdrawal followed an order from the US 9th Circuit Court of Appeal issued following the trial against Monsanto that first revealed that the company ghost-wrote the now-retracted "cornerstone" article. 
The PMRA worked closely with the US EPA, before that court decision, in its most recent glyphosate re-evaluation, per a 2010 agreement between the two agencies to work together, according to a trove of documents released earlier this year in an access to information request. 
"We want [Health Canada] to conduct an expedited special review on toxicity and carcinogenicity," said Beatrice Olivastri, president and CEO of Friends of the Earth Canada. 
'Continuous oversight'
The retraction comes as Ottawa plans to ditch its current risk assessment system for pesticides, in which their health and environmental risks are re-evaluated every 15 years, and replace it with a so-called "continuous oversight" system. Critics have slammed the proposal, arguing it will significantly weaken Canada's pesticide rules and make decisions about which products can be used in Canada "entirely discretionary."
"The question PMRA is supposed to be asking is whether, in light of new science, there is a reasonable certainty that no harm to human health or the environment will arise from the use of a pesticide," said Mary Lou McDonald, president of Safe Food Matters, in an email. Instead, the agency "asks whether new science fits their science model, and whether it will change their conclusion." 
The new approach "should be called the 'continuous overlook' policy," she said. The PMRA has formalized a triage process where new science needs to meet a suite of eligibility criteria, an approach that rejects the "fundamental"scientific tenet that hypotheses and scientific models should change as new evidence comes to light, she said. 
In an email to Canada's National Observer, the PMRA said that its continuous oversight system will allow "proactive" monitoring of pesticides approved for use in Canada. The system is based on the agency's existing risk assessment practices, but will be more standardized, predictable and transparent than the current approach. 
The system would triage whether any future retractions could impact the agency's risk assessment for a pesticide approved for use in Canada. If it did pass through the triage system, the agency would "determine the appropriate course of action." 
The EU is considering a similar approach, which would see the bloc's pesticide regulator indefinitely approve most pesticides. 
Olivastri was more open to the continuous oversight process. If done well — in a way that responds to new science and is transparent — the approach could lighten the workload for PMRA scientists, easing the massive backlog of re-evaluations they currently face, she said. 
But even if the system works as intended, the PMRA also needs to rebuild trust in its currently "very limited credibility," especially among environmental and health advocates, she said. The retracted paper has highlighted this crisis of trust in the decisions by regulators worldwide to approve the pesticide; she would like to see an independent body such as the UN-led International Agency for Research on Cancer (IARC) re-assess the pesticide in light of new science and the retraction. 
A 2015 review by IARC concluded that glyphosate can probably cause cancer, but was widely excluded from regulatory decisions because of the organization's methods. Documents released in subsequent lawsuits in the US against Monsanto revealed the company also coordinated a targeted campaign to discredit the organization's findings. 
Without an independent assessment of the existing science on whether glyphosate causes cancer, including at levels the PMRA and other regulators consider to be safe, "I don't think any of us will trust anything PMRA is going to say," she said. 
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