General overview of application procedure for approval of new
pesticide active substances and amendment of approval conditions

Guidance documents and EC guidelines.

The application procedure of approval of pesticide active substances is set down in Regulations (EC) No
1107/2009 and Commission Implementing Regulation (EU) 2021/428. Data requirements for active
substances are set in Regulation EU 283/2013 and for plant protection products in Regulation EU 284/
2013. Further instructions are provided in EFSA administrative guidance and other EFSA scientific
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* The classification of pesticides is covered by Regulation (EC) No 1272/2008. Proposals for Harmonised Classification and Labelling (CLH) are handled at

Risk Assessment Committee (RAC) of ECHA. To allow alignment of the EFSA peer review and ECHA classification processes, the RMS is strongly encouraged
to submit a joint DAR/CLH report in parallel to both Agencies. EFSA and ECHA proceed to align procedures to facilitate that a RAC opinion on the harmonised

classification of the active substance could be available in time for consideration in the EFSA peer review.
** EFSA organises a consultation of experts, including experts from the RMS and co-RMS and other MSs.
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