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Experiences with a Desk-Based SCIENTIFIC

Programme to Determine
Endocrine Disruption Potential
According to the CLP Regulation

Introduction

Combining expert judgement
and key regulatory guidance
documents, we developed a
pragmatic, stepwise approach
to assessment of ED properties
based on available or
alternative information (Fig. 1).

Implementation of new endocrine disruption (ED) hazard classes in the
CLP regulation (Regulation (EC) No 1272/2008) and increasing regulatory
scrutiny under REACH (EU & UK), the Biocidal Products Regulation
(BPR) and the Plant Protection Products Regulation (PPPR) means ED
assessment of substances/actives must be proactively addressed to
ensure compliance and market access.
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- Provide scientific and organisational

support for studies to be conducted
at external contract laboratories,

Endocrine Disruption (ED), Is defined as a substance which meets all of

the following criteria:

a. it shows an adverse effect in [an intact organism or its progeny]/[non-
target organisms], which is a change in the morphology, physiology,

Data are gathered according to
OECD Conceptual Framework Seae, bl .
level (Fig. 2) & applied to a

tiered approach to evaluation.

growth, development, reproduction or life span of an organism, system

or (sub)population that results in an impairment of functional capacity,
an impairment of the capacity to compensate for additional stress or
an increase in susceptibility to other influences;

b. 1t shows endocrine activity, I.e. it has the potential to alter the

function(s) of the endocrine system

Cc. the substance has an endocrine disrupting mode of action, I.e. there

IS a biologically plausible link between the adverse effect and the

endocrine activity.
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This approach allows rapid
screening, aids in the fulfilment
of the requirements under the
new CLP hazard classes, avoids
additional animal testing, and
aligns with state of the art of
scientific regulatory science.
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Figure 1: Overview ED assessment Blue Frog Scientific (BFS) approach — based on ECHA/

EFSA, 2018 & OECD GD 150a
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Figure 2: Conceptual Framework Level according to OECD GD 150 (OECD GD150, 2018; DOI:10.1787/9789264304741-en). KE: Key
Event; MIE: Molecular Initiating Event. The arrows linking KEs represent KE relationships. It should be noted that borders between

CF levels are not absolute in terms of parameters measured or their contribution to the weight of evidence.
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Conclusions

Study should any new testing activities
Monitoring be planned as part of the project
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