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Abstract
The EU chemicals strategy for sustainability (CSS) asserts that both human health and the environment are presently threat-
ened and that further regulation is necessary. In a recent Guest Editorial, members of the German competent authority for risk 
assessment, the BfR, raised concerns about the scientific justification for this strategy. The complexity and interdependence 
of the networks of regulation of chemical substances have ensured that public health and wellbeing in the EU have continu-
ously improved. A continuous process of improvement in consumer protection is clearly desirable but any initiative directed 
towards this objective must be based on scientific knowledge. It must not confound risk with other factors in determining 
policy. This conclusion is fully supported in the present Commentary including the request to improve both, data collection 
and the time-consuming and bureaucratic procedures that delay the publication of regulations.
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Commentary

The declared objective of the EU Chemicals Strategy for 
Sustainability (CSS) is to “restore human health and envi-
ronment to a good quality status” with respect to “substances 
of concern” (European Commission 2019). Examples, where 
it is thought by the CSS that there is concern and a need 
for better data, include exposures of vulnerable groups, 
endocrine-disrupting chemicals, and the risk assessment of 
mixtures.

In their Guest Editorial “EU chemicals strategy for sus-
tainability questions regulatory toxicology as we know it: is 
it all rooted in sound scientific evidence?” published in this 
journal, several members of the German competent authority 
for risk assessment, the Federal Institute for Risk Assess-
ment (BfR), raise concerns about the scientific justification 
for the CSS (Herzler et al 2021). We, as representatives of 
the international scientific community1 appreciate, that a 
competent authority, which stands for a science-based risk 
assessment of chemicals, may properly express concern 
about the need to “restore human health and environment 
to a good quality status”. We are concerned that scientific 
data appear to be used as a justification for an intervention 
whereas the basis is “public concern”.

We emphatically concur with the introductory remarks 
of the Guest Editorial:

Over the past decades, there has been an unprecedented 
regulatory drive in public health protection in the Euro-
pean Union, making large-scale toxicological incidents or 
mass poisonings such as, e.g. the thalidomide disaster of the 
1950s–60 s or the Seveso incident in 1976 an issue of the 
past. Although this is rarely perceived by the media and the 
general public, the implementation of a complex and inter-
dependent network of regulations for chemical substances, 
including industrial chemicals, plant protection products, 
biocides, or chemicals in food and feed has minimised toxi-
cological risks and has continuously increased public health 
and wellbeing in the EU. Moreover, although this framework 
already provides one of the most advanced regulatory sys-
tems worldwide, it is constantly pressed for improvement 
by scientific progress as well as an ever-increasing public 
awareness.

The BfR points out that, despite several investigative 
efforts, there are no statistical data that support an appar-
ent concern that in the EU chemical risk is an important or 
growing detrimental factor to human health.

In a carefully considered commentary, the BfR makes 
clear that in the necessary and continuous process of improv-
ing consumer protection any initiative taken must be based 

on state-of-the-art scientific knowledge and must include a 
broad discussion, taking into account the complex scientific, 
economic and societal issues involved. It is important not to 
confound scientific evidence for risk with other factors in 
determining policy.

In more detail the BfR authors address major deficiencies 
of the CSS proposal:

•	 The terms, “toxic-free” and “pollution” are not defined.
•	 A differentiation between hazard, exposure and risk 

needs to be addressed. Risk can only be quantified and 
managed when data on both potency and exposure pro-
vide information on whether a substance is likely to be 
harmful.

•	 No justification of the statement that “exposure to a mix-
ture can give rise to adverse health and environmental 
effects, even at levels of exposure which are considered 
‘safe’ for the individual chemicals on their own…” is 
provided. There appears to be a naïve assumption that 
all interactions will be additive.

•	 There is an implicit assumption that chemicals with an 
endocrine-disrupting potential are not sufficiently cov-
ered by the existing regulatory system in the EU. They 
do not need further regulation—all scientifically justified 
concerns are presently considered.

Instead of regulating non-existent or already well-con-
sidered risks, the BfR proposes that several existing faults 
or omissions, which slow down the regulation of dangerous 
chemicals should be rectified. These include,

•	 An ineffective and slow collection and consideration of 
available and relevant data.

•	 The time-consuming and bureaucratic procedures that 
delay the publication of regulations.

We also concur with further conclusions of the BfR 
authors:

•	 Thanks to the existing system of chemicals regulation in 
the EU, the current level of protection of its population as a 
whole, including sensitive sub-populations, against chemi-
cal risk is among the highest in the world. The rather bleak 
picture connoted in the CSS and its associated SWDs2 thus 
appears misplaced.

•	 A modern and enlightened society should base its decisions 
on the best scientific knowledge available.

•	 It is fully agreed that improvements to the existing regu-
latory procedures should be accelerated and streamlined, 
albeit not at the expense of scientific rigour, and that avail-

1  Present and past functions see Table 1 2  Staff Working Documents.
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ability and accessibility of the data required for risk assess-
ment still need to be improved significantly.

We support the BfR authors’ request that a clear science-
based evaluation should be made of whether additional meas-
ures are necessary to regulate what may be irrelevant risks. 
Action on “public concern” in the absence of scientific jus-
tification needs to be justified on other grounds. If the public 
concern is evident in well-regulated areas the real risk needs 
to be communicated to the public more effectively. Finally, as 
the implementation of sustainable development is mentioned 
repeatedly, a clear definition and stringent requirements for 
implementation need to be provided by the CSS.

We hope that the critical evaluation of the CSS by the BfR 
will trigger a science-based debate on the different aspects 
addressed in the CSS. Otherwise, CSS remains a document 
without scientific justification.
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