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Persistence scientific assessment and risk
management safeguards under the Pesticide

authorisation framework

Executive summary
+ Pesticide active ingredients meeting by chance the initial PFAS structural definition proposed by

SMS, and which are evalusted as “persistent” undor the provisionsof the pesticide authorization
framework are otto boconfused wit Trevor chemicals, They do degrade in he envionment
van though thir hallives do not mo theveryconservative persistance tvashalds.

+ Before approval, pesticide active ingrelents aro thoroughly evaluated against POP and PBT
ceriaas parof the standard rogulatory decision making under Regulation 1107/2009. Iftheydo
moetthe POP and PBT criteria, the avaluatonof the submited datapackage wil ust top and no
authorisation can be given.

+ Regulation 1107/2009 requires a thorough evaluationofdegradation in diferent envionmenal
matrices and undor aferont environmental and chmatc conditons according to intemational
xporimontal guidelines. Oly i thoenvironmental risk assassments based on these data confim
safe uso at ace ingredientas well2 product ove, approval wilbo ranted.

+ In the exceptional case of unanticipated effects identified after approval, Regulation 1107/2009
has provisions that require immediate reporting of such effects and provisions hat alow
autnoritest requestadditonal daa, and even o suspendorcancel approvals as a precautionary
measure,

+ With thenow transparoncy rogulaton, all safety lated datawil bomadeavaibletothe genoral
publicandthescientificcommunity fo active substances—alowing further scrutinybyintorostod
partes.+ Considoring the comprohensive data requirements, he sic authorization criteria, and the wide
range of regulatory options bo pre- an post-approva, th psiicide authorisation framework is
considered to. adequately address he concems regarding porsisience hal are benind the
proposed PFAS REACH Restiction.

Approval criteria:
+" lfan aie substanceusthe creriaofa persistent organic pollutant (POP)tcannot be approved

as apesticide (cut-off criterion lookedatfirst).
+ The fate and behavior of scive substances in the envionment is compared o conservative

persistence criteria. Compounds re dented a ‘persistentitoya the acceplaie degradationof
50% (DT50)inwater (40-60 days), soil and sediment (120-180 days).

+ If an acive substance is persistent. biosccumulatve, and toxic (PBT) it cannot bo approved as a
pesticide. If persistent and ahr bioaccumulateortoc (PB or PT) t canboauthorized onlyas
a Candidalo for Substitution (CIS): in this case the approval i for only 7 years and al products
containingsuchaCSar subject1.2 special assessment or akematives uring theapproval process
at national level (leading to substitution).

Data requirements: the regulatoryassessments require provisionofGLP studies allowing standard protocols
in'sol, aqua systems as well 2 i aro stabih an estimationopersistence.

+" Experimental data under laboratory condions must ahiays be provided about degradation and
metabolism in sol (aerobic and anaerobic metabolism and so photolysis) and in water, in
‘water/sediment systems, and under the conditionsofhydrolysis and aqueous photolysis. Degradation
in iris InvestigatedbymeansofQSAR calculations.
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+n al studies. al significant metabolites must be dentfied (those which excoed either 5% or 10% of

the applied compound, depending on the study type).
+ Iithe lab DTS0 in sol of the a. or any major melablte exceeds 60 days (at 20°C), the degradation

mustb further investigated infield dissipation tucis, IhoDT undor fed conditions exceeds one
year, the accumulation in soi must be investigated by long-term fed studies or model calculations. In
adtion postogistation monitoring can bo required by authors.

+ The lab data for the active substance must be generated in at least four soils and in two aquatic
systoms. The lod data must bo generated at a minimumof four test its across Europe. General,
the data ses are moro extensive, and typically also indude degradation daa from additional EU and
non-EU sols (e.g. from North America).

+ In additon, the lab or fied DTS0 valuos aro used for exposure assossments, io. Prodicted
Environmental Concentrations (PEC) n sol, groundwater, surface water and sediment aro cakulated
for the aciive substance and all major metabolites. The calculations are done with physically based,
mechanistic models and the use of predefined realistic worst-case environmental scenarios (65.
regarding sol and weather conditions) from across Europe. The PEC values full consider potential
accumulation.

+ Exposure of non-target organisms fo the relevant PEC must nt resul in an unacceplabe risk 0 hose
organisms. The risk assessments base on extensive effect data fora rangeofaquatic and torestil
organisms across al trophic levels and uses appropriate safoly factors (ganaraly botwoen 10 and
100). Risk assaossmonts aro dono for tho activo substances as woll as for all major motaboltos.

+ The results of a comprehensive search of the scientiic erature are included in the authorization
dossier, and all relevant published data with regard 0 exposure (including e.g. additonal degradation
data) and effects of a compound must be considered in the risk assessment. The same is tue for
monitoring data: All avalable monitoring mustbe colleced and presented in the authorization dossier.

‘Guidance documents: availabe at EU level but often complemented by national guidance on:
+ Experimental studiesal follow the appropriate OECD guidelines and guidance documents
+ Modeling studies follow EFSA guidance documents which also describe the scenarios to be used

Risk management safeguards under Regulation 1107/2009
Following the approval of an active ingredient at EU love, o the authorisation of a product in EU Member
States, the Regulation provides several mechanisms allowing forthe proper monitoring and rapid reaction of
authorities should here be any new concern emerging.+ As stated in Article 1 the provisions of Regulation 1107/2009 are underpinned by th precautionary

principle tha ensures substances or products placed on the market do not adversely affect the health
of humans, animals or the environment. inclucing situations where scientific unceriainty about risks.
exists. Further detal is given in the ‘Communicaion from (heCommission ontheprecautionary.
princi’ of 02.02.2000.

+ The evaluation systemofAls already involves numerous actors which increase the overall scrutiny: a
Rapporteur Member Slates conducts. the main evaluation in conjunction with the co-Rapportour
Member State. Al others Member States as wel as th pubic are able to comment on tis evaluation.
Then the European Food Safety Authortes wil organise a peer review of this work and produce
dedicated conclusions. Based on the EFSA Conclusion the EU Commission wil recommend approval

ornon-approvalofa substance, based on availabe isk management options. Such recommendation
wil finallyb voted on by all EU Member States.

+ Article 4(6) sets out detaed requirements 0 be met, among others, to avoid unacceptable effects on
the environmen.

+ Article 6 allows to grant approval with conditions and restrictions to limit the use of plant protection
products oro mpose risk mitigation measures and monitoring.

+ Article 14sets maximum periods not exceeding 15 yearsfor approval afer which a ul review is again
required.Under special derogations, a review afer a maximum of § years s require

+ Article 21 provides specific measures to review an existing approvalatanytime. A Member State
can request such reiewto te Commission in the ight of new scientific and technical knowledge and
monitoring data

+ Products containing an authorised active ingredient lso need to be approved individually afterwards
in each Member States receiving an applicants product dossier: additonal scientific information need
to be provided also to saisy national specific requirements (e.g. NL. and water protection: DK and
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persistence). Member States can alo impose speci exposure miligaton measures of monitoring
requirements.

+ Aticlo 24 lays down conditions of a limited approval period if the conditions of a “candidate for
substuton” are met, .g. persistence and toxicityexceeding he elovant hreshold levels. Against he.
context of atomaiive trealment methods with a more acceplable risk profi, these ‘candidates for
Substitution’ may be resticted in use or discontinued enlrely. According to Article 50, EU Member
States are required to cary oul a comparaive assessment thal weighs up the risks and benefits of
uses or entire products. Accordingly. authorisations may be amended or withdrawn.

+ Aticlo 29 sets out requirements to be mel fo plant protection products in each EU Member State
followinga review of th active substance contained therein at EU love.

+ Under Article 36 a Member State can reuse authorisation of a plant protection product authorised in
another Member State ft considers that the product in question tl poses an unacceptable risk fo
human or animal healt or the environment.

+ Under Article 43 a Member Stato can refuse the renewal of an authorisation after review of an
appication f certain requirements are not met.

+ AMemberState can withdraw an authorisation atanytime if f considers the requirements are not
meant anymore ornewconcems emerge (Article 4).

+ Applicants are obliged under Article 56 (0 report to EU Member States any new information that
Suggests the product no longer complies with existing requirements. EU Member States may adopt
interim protecive measures, amend or withdraw the authorisation to avoid any unexpected effect on
the environment.

+ Emergency measures are also foreseen (Article 69) shou immediate EU level action be needed if
a substance is ikely to consitte a serous risk, and that such isk cannot be contained satisfactorily
by means of measures takenby the Member State(s) concerned.

+ The European Commission is also empowered fo act on ls own in cases of extreme urgency (Article
70).

+ Interim protective measures are also possible at Member State level should a rapid response be
needed (Article 71)

Further to the elements provided by regulation 110712009, the Transparency Regulation 2019/1361 is also
adding an extra layer of scrutiny by having the application dossier for an aciive ingredient mad availble fo
the publ at the beginning of the valuation process. Coupled wilh the public consultations foreseen by his
Regulation ihe levelof access by academics, other regulators and the public to underlying scientific data il
reinforce the scrutiny and ensure all extemal contributions are considered in the scien evaluation process.

Risk management safeguards under the Water Framework Directive (Directive
2000/60/EC)
The purposeofthis Directive sto establishaframework for the protectionofdiferent types of surface waters.
and groundwater to protect and enhance the protection and improvement of the aqualic environment trough
speciic measuresorthe progressive reductionofdischarges, emissions and lossesofpriory substances as.
wel as th pollutionof groundwater.

+ Aticled requires EU Member States o implement the necessary measures fo prevent deterioration
of the status of all water bodies. With the aim to progressively reduce poluion, emissions from
(hazardous) proiy substances maybe ceasedor phase out

+ Under Article 8 EU Member States shall ensure the establishmentof programmesfor the monitoring
of water status, which distinguishes between point and fuse sources as stad inArticle 10,

+ Article 11 describes the ‘Programme of measures’ in which national conirl programs have (o be:
developed and regularly be reported to the EU Commission. Causes of polton have 0 be assessed
and measures taken to conrol these. Where monitoring or offer data indicate reason for concern, EU
Nomber States are required to review permit, adjust monitoring programs and take additional
measures to stop deterioration.

+ Notalissues may bo solved by individual EU Member States (Article 12) and may be reported 0 the
EU Commission and any other EU Member State with a recommendationfo is resolution.

+ The EU Pariament and the EU Council are mandated to adopt specific measures against pollution of
water as outlined in Article 16. These measures have {0 be included in the national programmes of

+ The EU Commission is regularly updating th lst of priority substances, related to Annex X of his
Direcive, to adjust newly identified threas of polluion, equifing EU Member State {0 adapt thei
programmes of measures fo these changes.
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