ENDOCRINE DISRUPTION AND BIOCIDES
Regulation

“An endocrine disruptor is an exogenous
substance or mixture that alters function(s) of
the endocrine system and consequently causes
adverse health effects in an intact organism, or
its progeny, or (sub)populations.”
- WHO/IPCS definition

Endocrine disrupting chemicals (ED or EDCs) currently
fall within the remit of several EU regulations, including the
Biocidal Products Regulation (BPR, EU 528/2012). Under
Article 5(1)(d) and Article 19(4)(d) of the Regulation, active
substances and products (which also includes all non-active
co-formulants) need to be assessed against the scientific
criteria (published in June 2016).

Assessment of Endocrine Disrupting Chemicals
The criteria used to identify EDCs is based on the WHO/IPCS
definition of an Endocrine Disruptor. A substance will be
identified and therefore regulated as an endocrine disruptor if it
meets all of the following criteria:
• An adverse effect is observed in an intact organism (or nontarget organism) and
• An endocrine mode of action is identified and
• The adverse effect is a consequence of the mode of action

Endocrine activity
(EATS)

Biologically plausible link

Adverse effect(s)

The ECHA/EFSA document 'Guidance for the identification of
endocrine disruptors in the context of Regulations (EU)
No 528/2012 and (EC) No 110/2009' (EFSA/ECHA
2018), presents a framework to conduct a weight of evidence
assessment for endocrine activity and to establish whether
there is a biologically plausible link with any adverse effects to
allow a conclusion to be made on ED.

Endocrine Disruption Assessment For Biocidal
Products
• Active substances
An ED assessment is required using the guidance
provided in ECHA/EFSA 2018.
• Co-formulants
An assessment framework (proposed by the UK HSE) is
currently under discussion by ECHA and European
Competent Authorities (CAs) (shown on the right). This
framework is currently being used by the UK CA for
assessment of biocide co-formulants.
Taken from Endocrine Assessment Applicant Guideline - Harmonised (UK HSE 2019)

Regulatory Implications For Biocidal Actives and Products
Biocidal active and non-active substances that are identified as EDCs will not be approved. In these cases, alternative
actives with the same use spectrum need to be used, and non-active substances must be substituted.
Exemption possibilities: Chemicals that disrupt the endocrine systems of target organism by design
Derogation possibilities: Chemicals where the benefits outweigh the risks (art. 5.2)
If you have any questions regarding endocrine disrupting chemicals or their assessment please contact Theresa Neely (Theresa.Neely@cea-res.co.uk) or
find out more information here: http://www.cea.adas.co.uk/Services/Endocrine-Disruptors

