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Публикувано законодателство на ЕС в областта на качеството и безопасността на храните и фуражите, здравеопазването на животните и хуманното отношение към тях, здравето на растенията и растителния репродуктивен материал, схемите за качество и актуални новини в областта на безопасността по агрохранителната верига
за периода 1 – 30 април 2022 г. 
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	Европейско законодателство за месец април 2022 г., публикувано в Официалния вестник на ЕС
Безопасност на храните
· Делегиран регламент (ЕС) 2022/519 на Комисията от 14 януари 2022 година за изменение на Делегиран регламент (ЕС) 2016/127 по отношение на изискванията за белтъците в храни за кърмачета и преходни храни, произведени от белтъчни хидролизати
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0519&from=BG
· Делегиран регламент (ЕС) 2022/671 на Комисията от 4 февруари 2022 година за допълнение на Регламент (ЕС) 2017/625 на Европейския парламент и на Съвета по отношение на специалните правила за официалния контрол, извършван от компетентните органи, на животни, продукти от животински произход и зародишни продукти, по отношение на последващите действия, които компетентният орган трябва да предприеме в случай на несъответствие с правилата за идентификация и регистрация на говеда, овце и кози или на несъответствие по време на транзит през Съюза на някои говеда, и за отмяна на Регламент (ЕО) № 494/98 на Комисията (текст от значение за ЕИП
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0671&from=BG
· Регламент за изпълнение (ЕС) 2022/673 на Комисията от 22 април 2022 година за разрешаване на пускането на пазара на белтък от боб мунг (Vigna radiata) като нова храна съгласно Регламент (ЕС) 2015/2283 на Европейския парламент и на Съвета и за изменение на Регламент за изпълнение (ЕС) 2017/2470 на Комисията (текст от значение за ЕИП)
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0673&from=BG



	Здравеопазване на животните

· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/497 НА КОМИСИЯТА от 28 март 2022 година за изменение и поправка на приложения I и II към Регламент за изпълнение (ЕС) 2021/403 по отношение на някои образци на ветеринарни здравни сертификати, ветеринарни здравни/официални сертификати и декларации за движение между държави членки и за въвеждане в Съюза на пратки с определени видове и категории сухоземни животни и със зародишни продукти от тях
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0497&qid=1650980465561&from=BG
· РЕШЕНИЕ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/522 НА КОМИСИЯТА от 29 март 2022 година за изменение на приложението към Решение за изпълнение (ЕС) 2021/641 относно спешни мерки във връзка с огнищата на високопатогенна инфлуенца по птиците в някои държави членки
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0522&qid=1651059738448&from=BG
· ДЕЛЕГИРАН РЕГЛАМЕНТ (ЕС) 2022/524 НА КОМИСИЯТА от 27 януари 2022 година за поправка на Делегиран регламент (ЕС) 2021/577 по отношение на някои препратки към ветеринарномедицинските продукти 
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0524&qid=1651059924935&from=BG
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/528 НА КОМИСИЯТА от 1 април 2022 година за изменение на приложения V и XIV към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Обединеното кралство и Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0528&qid=1651060010582&from=BG
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/587 НА КОМИСИЯТА от 8 април 2022 година за изменение на приложение I към Регламент за изпълнение (ЕС) 2021/605 за определяне на специални мерки за контрол във връзка с африканската чума по свинете

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0587&qid=1651060088065&from=BG
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/588 НА КОМИСИЯТА от 8 април 2022 година за изменение на приложения V и XIV към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0588&qid=1651212964902&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/618 НА КОМИСИЯТА от 12 април 2022 година за поправка на текста на френски език на Регламент за изпълнение (ЕС) 2021/1533 за налагане на специални условия, уреждащи вноса на фуражи и храни с произход от Япония или изпратени от тази държава, след аварията в атомната електроцентрала „Фукушима“
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0618&qid=1651060280669&from=BG
· РЕШЕНИЕ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/623 НА КОМИСИЯТА от 11 април 2022 година за изменение на Решение за изпълнение (ЕС) 2021/641 относно спешни мерки във връзка с огнищата на високопатогенна инфлуенца по птиците в някои държави членки
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0623&qid=1651061858635&from=BG
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/649 НА КОМИСИЯТА от 20 април 2020 година за изменение на приложения V и XIV към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Канада, Обединеното кралство и Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0649&qid=1651062023559&from=BG
· ДЕЛЕГИРАН РЕГЛАМЕНТ (ЕС) 2022/671 НА КОМИСИЯТА от 4 февруари 2022 година за допълнение на Регламент (ЕС) 2017/625 на Европейския парламент и на Съвета по отношение на специалните правила за официалния контрол, извършван от компетентните органи, на животни, продукти от животински произход и зародишни продукти, по отношение на последващите действия, които компетентният орган трябва да предприеме в случай на несъответствие с правилата за идентификация и регистрация на говеда, овце и кози или на несъответствие по време на транзит през Съюза на някои говеда, и за отмяна на Регламент (ЕО) № 494/98 на Комисията

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0671&qid=1651062074853&from=BG


	Здраве на растенията и продукти за растителна защита

· РЕГЛАМЕНТ (ЕС) 2022/566 НА КОМИСИЯТА от 7 април 2022 година за изменение на приложение II към Регламент (ЕО) № 396/2005 на Европейския парламент и на Съвета по отношение на максимално допустимите граници на остатъчни вещества от флутианил във и върху определени продукти
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0566&qid=1651213155561&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/632 НА КОМИСИЯТА от 13 април 2022 година за определяне на временни мерки по отношение на посочените плодове с произход от Аржентина, Бразилия, Зимбабве, Уругвай и Южна Африка с цел предотвратяване на въвеждането и разпространението на територията на Съюза на вредителя Phyllosticta citricarpa (McAlpine) Van der Aa
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0632&qid=1651213249068&from=BG 

· ДЕЛЕГИРАН РЕГЛАМЕНТ (ЕС) 2022/643 НА КОМИСИЯТА от 10 февруари 2022 година (публикуван в EUR-Lex на 20 април 2022 година) за изменение на Регламент (ЕС) № 649/2012 на Европейския парламент и на Съвета по отношение на включването в списък на пестициди, промишлени химикали, устойчиви органични замърсители и живак, както и за актуализиране на митнически кодове
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0634&qid=1651213428713&from=BG 
Национално законодателство за месец април 2022 г., публикувано в Държавен вестник
Безопасност на храните

Наредба за изискванията към използването на екстракционни разтворители при производството на храни и хранителни съставки

В „Държавен вестник“ брой 27 от 5 април 2022 г. е обнародвана Наредба за изискванията към използването на екстракционни разтворители при производството на храни и хранителни съставки, приета с ПМС № 42 от 01.04.2022 г.

С нея се определят ясни критерии по отношение на видовете екстракционни разтворители, критериите за чистота, максимално допустимите количества във или върху храни или хранителни съставки. Документът включва и правила за информацията, която се отбелязва върху опаковката на продуктите и в съпровождащата ги документация.

В наредбата са посочени екстракционните разтворители, които могат да се използват при производството на храни и хранителни съставки, като тяхната употреба не трябва да води до наличие на остатъци от тях или техни разпадни продукти в количества, опасни за здравето на потребителя. Прилагането й ще улесни и подобри извършването на официалния контрол при производството и използването на тези продукти.

Наредбата влиза в сила 14 дни след обнародването й в „Държавен вестник“.  

	Проекти на нормативни документи – национални и европейски - актуална информация
Здраве на растенията и продукти за растителна защита
· Поради сложната политическа обстановка и войната в Украйна, Съветът AGRIFISH отложи официалното представяне на проекта на Регламент за устойчива употреба на продукти за растителна защита (т.нар. Natural restoration package), за месец юни. Въпреки че планираното за 26 март официално представяне на регламента не се състоя, в публичното пространство беше разпространена „изтекла“ версия на документа:
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· На 08 април Европейската комисия потвърди, че предстои да бъде забранена употребата на открито на инсектицида сулфоксафлор в ЕС. Изпълнявайки ангажимента си за защита на опрашителите и изграждане на устойчиви хранителни системи, Европейската комисия ще приеме през следващите седмици регламент, ограничаващ употребата на сулфоксафлор - пестицид, който може да окаже неблагоприятно въздействие върху дивите пчели, само за употреба на закрито (в оранжерии). Дискусиите с държавите членки през последната година относно ограничаването на употребата на сулфоксафлор не предоставиха достатъчна подкрепа за предложението на Комисията за ограничаване на употребата му. Европейският комисар по здравеопазване и безопасност на храните г-жа Стела Кириакидес изтъкна: „Защитата на опрашителите от вредни пестициди е от първостепенно значение за бъдещето на нашата планета и нашите деца. Нашите ангажименти по Стратегията „От фермата до трапезата“ и Стратегията за биологично разнообразие са ясни: вредните химически пестициди или ще бъдат забранени, или употребата им ще бъде ограничена. Днес изпълняваме този поет ангажимент. Научните заключения на ЕОБХ показват, че употребата на сулфоксафлор на открито може да бъде опасна за земните пчели и самотните пчели. Сега трябва да се предприемат действия, за да се ограничи използването му само на закрито." Предложението на Комисията беше представено през януари на Постоянния комитет по растения, животни, храни и фуражи, секция „ПРЗ – законодателство“, но не беше постигнато необходимото квалифицирано мнозинство. Поради това същото предложение беше представено на Апелативния комитет, където държавите членки отново не успяха да постигнат необходимото мнозинство. Сега регламентът предстои да бъде приет от Комисията тази пролет.

                       Здравеопазване на животните
Европейската комисия подготви набор от информационни материали с цел подкрепа на прилагането на новото законодателство на ЕС в областта на здравето на животните и повишаване на осведомеността. Информационните материали включват постер, листовка, девет тематични информационни листа, както и кратко видео. 

Материалите ще бъдат достъпни на всички официални езици на ЕС на следният линк: https://ec.europa.eu/food/animals/animal-health/animal-health-law. 

Краткият видеоклип на английски език със субтитри на всички официални езици на ЕС, също ще бъде достъпен скоро на посочения по-горе уебсайт, както и в аудиовизуалната библиотека на Европейската комисия на следният линк: https://ec.europa.eu/info/about-european-commission/contact/press-services/audiovisual-library-and-services_en. 
Схеми за качество

Европейската комисия публикува проект за реформа на законодателството за географските означения в земеделския сектор
Комисията изготви предложение за преглед на системата от географски означения (ГО) за селскостопански продукти и храни, вино и спиртни напитки на 31 март 2022 г. – Регламент на Европейския парламент и на Съвета относно географските означения на Европейския съюз за вино, спиртни напитки и селскостопански продукти и относно схемите за качество на селскостопанските продукти, за изменение на регламенти (ЕС) № 1308/2013, (ЕС) 2017/1001 и (ЕС) 2019/787 и отмяна на Регламент (ЕС) № 1151/2012.

В свое изявление комисарят по земеделие Януш Войчеховски отбеляза, че „Географските означения представляват богатството и разнообразието на нашето европейско кулинарно наследство“. Планираните промени „ще са от полза за икономиките на селските райони в целия Съюз и ще допринесат за запазването на местните традиции и природни ресурси“. Войчеховски подчерта, че „това ще защити допълнително световната репутация на земеделските продукти от ЕС“. 

Целта на законодателния текст е да подобри съществуващите разпоредби и да осигури опростен набор от правила, като същевременно засилва някои елементи на защитата на ГО, по-специално чрез делегиране на повече права и отговорности на групите от производители. Според Комисията, проектът се стреми да подобри прилагането на правилата – за по-ефективна защита на правата на интелектуална собственост и на ГО в интернет, включително срещу недобросъвестни регистрации и злоупотреби в системата за имена на домейни и борба с фалшифицирането. Търсено е рационализиране и изясняване на правната рамка за опростяване и хармонизиране на процедурите за кандидатстване за регистрация на нови наименования и при измененията в продуктовите спецификации. Проектът на регламент предвижда процесът по разглеждане на заявленията на европейско ниво да се възложи на Службата за интелектуална собственост на ЕС (СИСЕС - EUIPO) със седалище в Аликанте, Испания, като същевременно се запазва регистрацията на ГО и цялостната отговорност за политиката в Комисията. Той също така цели развитието на ГО в целия Съюз, особено в онези страни, които имат по-малък брой регистрирани висококачествени продукти. Съгласно разпоредбите, групите производители с ГО се насърчават да включат на доброволна основа в изискванията на продуктовата спецификация елементи за икономическа, социална и екологична устойчивост. Регламентът за официалния контрол – (EС) 2017/625 продължава да осигурява рамката за контрол на ГО. Предложението също така запазва схемата за качество за храни с традиционно специфичен характер (ХТСХ) и използването на термина „планински продукт“ като незадължителен термин за качество. Държавите членки запазват отговорностите си за прилагането на национално ниво. Според оценката на Войчеховски промените са „еволюция, а не революция“, като целта е „да се запази основната структура на системата за ГО“, както каза той пред Съвета по земеделие и рибарство при представянето на предложението на 7 април 2022 г., като също така подчерта „основната роля на държавите членки“ в новата система. Комисарят обясни, че специфичните правила за вино и спиртни напитки няма да бъдат засегнати. Според него „предложението обаче съдържа някои новости“ като повишените мерки защита за географските означения, когато се използват като съставка в преработен продукт, както и при онлайн търговията. Войчеховски информира министрите, че предложението ще даде възможност на групите от производители да управляват по-добре своите активи с ГО чрез създаването на „призната група производители“. Като реакция бе изказано общо приветствие за идеята за актуализиране на правилата, уреждащи ГО, но някои земеделски министри все още имат сериозни опасения относно идеята за засилването на ролята на СИСЕС. Съветът подкрепи решението на Комисията да направи включването на изискванията за устойчивост строго незадължителни. 

Членовете на Комисията по земеделие на Европейския парламент до голяма степен също подкрепят идеята за по-силна система за признаване на географските означения, но мнозина изразяват загриженост относно включването на СИСЕС в процеса, тъй като Службата „не разполага с всички необходими селскостопански компетенции“. Депутатът Паоло де Кастро (СиД) се ангажира да гарантира, че промените „ще помогнат за опазването и укрепването на нашата система от географски означения“. Мара Бизото (ID Group) отбеляза, че една четвърт от ГО са от Италия и иска да види системата подсилена, „защото те представляват нашата история, нашата култура и преди всичко нашата икономика“, като припомни случая със ЗНП „Prosecco“ и „Prošek“.

OriGin EU – представителството на международната организация за географски означения, критикува „липсата на амбиция и последователност, както и противоречията в предложението на Комисията. Бихме очаквали по-силни предложения в подкрепа на стратегическата роля на ГО и повече амбиции в признаването на правомощията и прерогативите на групите, които са ядрото на системата на ЕС“, се казва в оповестената позиция. Те също така са загрижени, че идеята за управление на системата в сътрудничество със СИСЕС е реализирана „без обяснение на правомощията и отговорностите, които са ѝ предоставени... и може да доведе до допълнителни забавяния в процеса“. OriGin EU очаква предстоящата работа с членовете на Европейския парламент и държавите членки, както и с Комисията „за силно необходимото и ясно подобрение на законодателното предложение, което е от решаващо значение за бъдещето на сектора“. По-рано през март 2022 г. ръководената от Испания група от държави членки „Приятели на географските означения“, включваща България, Австрия, Белгия, Хърватия, Кипър, Чехия (като наблюдател), Гърция, Унгария, Италия, Латвия, Малта, Полша, Португалия и Румъния призова Комисията да запази текущата процедура за кандидатстване и регистрация. Групата счита за важно да се запази настоящата процедура с първоначална оценка на подадените заявления от държавата членка, последвана от оценка от Комисията, чрез технически агрономически преглед и оценка от правна гледна точка по отношение на правото на интелектуална собственост. Изброените държави подкрепят новата регулаторна рамка да се поддържа в ГД „Земеделие и развитие на селските райони“, без да се предвижда възлагане на компетенции на други агенции или служби. Що се отнася до устойчивостта, групата изрази позиция, че социалната роля на ГО като източник на стабилна заетост в селските райони, изложени на риск от обезлюдяване, следва да бъде подчертана в политиката за качество, както и икономическата им полза за тези райони и техния екологичен принос, вкл. насърчаване на биоразнообразието при местните породи и сортове.

Предстои разглеждането на Проекта на Регламент на Европейския парламент и на Съвета относно географските означения на Европейския съюз за вино, спиртни напитки и селскостопански продукти и относно схемите за качество на селскостопанските продукти, за изменение на регламенти (ЕС) № 1308/2013, (ЕС) 2017/1001 и (ЕС) 2019/787 и отмяна на Регламент (ЕС) № 1151/2012 на заседания на Работна група към Съвета на ЕС.
Актуална информация

    Здравеопазване на животните
Информация за актуалната епизоотична обстановка

(за периода от 26 март до 25 април 2022 г.)
Високопатогенна инфлуенца по птиците
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· на територията на страната:
На територията на страната са констатирани четири първични огнища на Високопатогенна инфлуенца по птиците (ВПИП) при домашни птици на територията на областите Пловдив, Бургас и Стара Загора. Засегнати са три индустриални обекта за отглеждане на кокошки носачки и едно лично стопанство. За периода е констатирано и едно огнище на болестта при открита мъртва сврака на територията на обл. Бургас.
Африканска чума по свинете
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· на територията на страната:

За периода са обявени шест вторични огнища на Африканска чума по свинете (АЧС) при диви свине на територията на областите Търговище, Кюстендил, Разград и Стара Загора. 

По данни на модул Лов за периода от 26.03.2022 г. до 25.04.2022 г. за изследване за АЧС са постъпили 28 броя проби от диви свине, от тях няма положителни за наличие на вируса.
Информация за актуалната епизоотична обстановка на територията на Европа (26 март до 25 април 2022 г.) : източник: ADIS
Държава

АЧС (домашни свине)
АЧС (диви свине)
Болест на Ауески

Бруцелоза

Инфекциозна анемия

Ензоотична левкоза

ВПИП H5 (домашни птици)
ВПИП H5N1 (домашни птици)
ВПИП

H5 (диви птици)
ВПИП H5N1 (диви птиц)
ВПИП H5N3 (диви птиц)

Туберкулоза

Бяс

Белгия

1

1

3

България

6

2

2

1

Чехия

1

Германия

143

3

49

Дания

9

Естония

5

1

Австрия

2

Франция
1

1

274

15

17

Унгария

68

15

1

Италия

27

2

1

Литва

17

2

3

Латвия

25

Нидерландия

2

51

Норвегия

3

Полша

113

1

2

1

Румъния

22

27

4

1

4

1

Словакия

55

Северна Македония

2

1

Испания

5

Финландия

1

Гърция

5

Австрия

1

Швеция

2

Исландия

1

Кипър

1

Информация за актуалната епизоотична обстановка на територията на Азия по отношение на болестите Високопатогенна инфлуенца по птиците и Африканска чума по свинете

Високопатогенна инфлуенца по птиците: 

За периода от 26.03.2022 г. до 25.04.2022 г. на територията на Азия са констатирани 6 огнища на Високопатогенна инфлуенца по птиците, на територията на три държави. Потвърденият серотип при всички огнища е H5N1.
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Карта 2. Разпространение на ВПИП на територията на Азия за периода 26.03.2022 г. до 26.04.2022 г. (източник: Empres-i)

Графика на разпространение на потвърдените огнища на ВПИП на територията на Азия(източник: Empres-i):
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Африканска чума по свинете
За периода от 26.03.2022 г. до 25.04.2022 г. на територията на Азия са констатирани 32 огнища на Африканска чума по свинете, на територията на седем държави.
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Карта 2. Разпространение на АЧС на територията на Азия за периода 26.03.2022 г. до 25.04.2022 г. (източник: Empres-i)

Графика на разпространение на потвърдените огнища на АЧС на територията на Азия (източник: Empres-i):
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Преглед на данните за разпространението на инфлуенца по птиците – съвместен тримесечен доклад на Европейския орган по безопасност на храните, Европейския център за превенция и контрол на заболяванията и Референтната лаборатория на Европейския съюз за инфлуенца по птиците

Между 9 декември 2021 г. и 15 март 2022 г. в 33 държави от ЕС/ЕИП и в Обединеното кралство са докладвани огнища на високопатогенна инфлуенца по птиците (ВПИП) при домашни птици (1 030), диви птици (1 489) и птици, отглеждани в плен (133). Огнищата при домашни птици са докладвани главно от Франция (609), където от октомври 2021 г. са установени два пространствено-времеви клъстера, следвани от Италия (131), Унгария (73) и Полша (53); като в тези 3 държави са унищожени общо 12,8 от 17,5 милиона птици, които са били умъртвени в обектите за домашни птици, засегнати от ВПИП през този отчетен период. По-голямата част от установените случаи при диви птици са докладвани от Германия (767), Нидерландия (293), Обединеното кралство (118) и Дания (74). HPAI A(H5) е открита при широк кръг видове гостоприемници при диви птици, което показва нарастващ и променящ се риск от заразяване с вируса в птицефермите. Наблюдаваната устойчивост и непрекъснато разпространение на вируси на ВПИП при мигриращите и синантропните диви птици ще продължи да представлява риск за птицевъдната промишленост в Европа през идните месеци. Това изисква определянето и бързото прилагане на подходящи и устойчиви стратегии за ограничаване на ВПИП, като например подходящи мерки за биологична сигурност, планове за надзор и мерки за ранно откриване в различните системи за производство на домашни птици. Резултатите от генетичния анализ показват, че вирусите, които понастоящем циркулират в Европа, принадлежат към клейд 2.3.4.4b. Някои от тези вируси са открити и при диви видове бозайници в Нидерландия, Словения, Финландия и Ирландия, показващи генетични маркери за адаптиране към репликация във бозайниците. След последния доклад Обединеното кралство докладва за една инфекция при човек с A(H5N1), Китай докладва 17 инфекции на хора с A(H5N6) и Китай и Камбоджа - 15 инфекции с вируса A(H9N2). Рискът от заразяване за населението като цяло в ЕС/ЕИП се оценява като нисък, а за хора, които професионално са изложени на контакт — от нисък до среден.
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Докладът е достъпен на следния електронен адрес: https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2022.7289 

Заключенията и препоръките от доклада, както и други въпроси относно заболяването ВПИП бяха обсъдени на проведено заседание на Координационния съвет към министъра на земеделието, информация за което е публикувана на интернет-сайта на Министерство на земеделието: 
https://www.mzh.government.bg/bg/press-center/novini/koordinacionen-svet-obsdi-merki-za-zasilvane-na-na/
Африканска чума по свинете: най-голямото ветеринарно-санитарно предизвикателство, пред което е изправен светът
Африканската чума по свинете (АЧС) отново става водеща тема, след като е установена за първи път в континентална Италия, Северна Македония и други страни по света. Това оказва натиск върху производителите на свинско месо в момент, когато войната в Украйна застрашава продоволствената сигурност и автономността като цяло. Началникът на отдела по въпросите на здравеопазването на животните в Европейския съюз (ЕС), г-н Francisco Gordejo Reviriego говори за африканската чума по свинете в Европа и ролята на Комисията за контролирането ѝ: https://ec.europa.eu/newsroom/sante/items/740672/en 

дата:  31/03/2022
Какво обяснява широкото разпространение на АЧС по света? 

АЧС е заразно смъртоносно заболяване, засягащо домашните и дивите свине, което може лесно да бъде предадено чрез пряк контакт между животните или чрез разпространение на заразено месо или заразен материал.  

Дивите свине са „супер-разпространителите“ в природата, пренасящи вируса през големи територии в много региони. Територията, която покриват, и фактът, че са диви животни, силно затрудняват изкореняването на болестта. Освен това слабата биосигурност в някои свинеферми води до непрекъснати огнища на АЧС, особено там, където широко се практикува отглеждане на малко животни в лични стопанства.   

Положението се влошава от обстоятелството, че вирусът е много устойчив.  Вирусът може да оцелее дълго време и да бъде пренасян на дълги разстояния, дори от хора. Ето защо в момента се счита за най-голямото ветеринарно-санитарно предизвикателство, пред което е изправен светът. Африканската чума по свинете достигна Европа през 2007 г. чрез хранителни отпадъци от кораб, идващ от Мозамбик до Грузия, и бързо се разпространи в много страни в този регион, включително Русия и Беларус.  През 2014 г. АЧС беше открита и в ЕС, на литовската граница с Беларус, а понастоящем през 2022 г. 10 държави членки са засегнати от тази болест.  

Италия е последната държава членка, засегната от болестта. Удовлетворени ли сте от отговора на Италия на епидемията и как помага Комисията?  

Действително през януари 2022 г. АЧС е открита при диви свине в континентална Италия. Италия успя ефективно да открие и овладее болестта в ограничена област, като спря разпространението ѝ. 

След като беше потвърдено наличието на АЧС, Комисията, в сътрудничество с Италия, незабавно прие съответното законодателство на ЕС за определяне на параметрите на заразената зона. След като са определени границите, са предприети и другите мерки, като например забрана за изпращането на свине и продукти от свинско месо от заразената област, за да не се излагат други държави членки и трети държави на повишен риск.  
Регионализацията в ЕС, която се публикува в Официален вестник, не само спомага за ограничаване на риска от разпространение, но и запазва търговията от зони, свободни от заболяването. Държавите членки и третите държави, които признават регионализацията в ЕС, могат да продължат да получават животни и продукти от безопасни зони.   

Ветеринарният екип на ЕС за извънредни ситуации (https://ec.europa.eu/food/animals/animal-diseases/veterinary-emergency-team_en), е съставен от най-добрите експерти по АЧС, и също е изпратен от Комисията в Италия. Целта е да се помогне на местните органи на място да прецизират мерките за контрол на болестите, за да отговорят на техните специфични нужди.  

В положителна посока - Чехия (https://ec.europa.eu/food/system/files/2019-02/ad_control-measures_asf_presentation-wild-boar-czech-rep.pdf) и Белгия (https://ec.europa.eu/food/system/files/2020-11/ad_control-measures_asf_erad-eu-bel.pdf) преди няколко години успяха да изкоренят АЧС при дивите свине на тяхна територия. Техните национални експерти са активни във ветеринарния екип на ЕС за извънредни ситуации и споделят своите знания и опит с други държави членки. 

Какво е направено на ниво ЕС за справяне с предизвикателството АЧС и какво е необходимо за ликвидиране на АЧС? 

Откакто АЧС пристигна в Европа през 2007 г., Комисията започна поредица от инициативи за засилване на готовността за евентуално разпространение на болестта в Съюза. Тези инициативи непрекъснато се прилагат и актуализират в тясно сътрудничество с всички държави членки. 

От 2014 г. насам, когато АЧС беше открита за първи път в ЕС, ЕС отпусна над 230 милиона евро за подпомагане на държавите членки и съседните трети държави (като Украйна) в борбата срещу АЧС. 

ЕС успя да контролира огнищата на АЧС, като приложи многобройни мерки, свързани със законодателството и насоките на ЕС, научни становища от Европейския орган за безопасност на храните (ЕОБХ) и референтната лаборатория на ЕС; чрез сътрудничество с международни органи (като OIE, GFTADs) и регионални органи и чрез подпомагане на финансирането на граничния контрол, одитите, програмите за повишаване на осведомеността и обучението и научните изследвания.   Тези мерки помогнаха по-голямата част от ЕС да остане свободна от АЧС и ограничиха разпространението ѝ в ЕС, особено в сравнение с други региони като Азия.   

Научните и техническите познания на ЕС за АЧС се увеличават всеки ден, но предвид сложната епидемиология на болестта и факта, че няма ваксина, тя няма да бъде ликвидирана скоро в широк мащаб.  За да се разработят успешни ваксини срещу АЧС и да се постигне ликвидиране на заболяването, са необходими силен ангажимент и иновации в световен мащаб.  

Африканската чума по свинете пристигна в ЕС през източните му граници. Ще се отрази ли войната в Украйна на борбата ни срещу болестта? 

Никоя страна не е в безопасност от АЧС. Това е глобално предизвикателство, което изисква глобални действия. Трябва да има сътрудничество между отделните сектори и отделните държави, за да го победим.   

В Европа този вид тясно сътрудничество беше установено преди години чрез GF-TADs ( съвместна инициатива на OIE и ФАО) с подкрепата на Комисията. Колеги от компетентния ветеринарен орган на Украйна винаги са били считани за ценни партньори и са участвали активно в регионалните дискусии относно АЧС. 

Войната в Украйна има опустошително въздействие върху много области на живота и общественото здравеопазване, включително върху съвместните европейски усилия за предотвратяване, контрол и ликвидиране на АЧС в региона. Въпреки това ЕС активно подкрепя Украйна, граничеща с държавите членки и Молдова, и прави всичко възможно, за да гарантира, че огнищата на АЧС са ограничени и овладени.   

Повече информация е достъпна на интернет-страницата на ЕК: https://ec.europa.eu/food/animals/animal-diseases/diseases-and-control-measures/african-swine-fever_en
Превенцията е по-добра от лечението: доставяне на качествени ваксини за спиране на разпространението на болести по животните

Париж, 20 април 2022 г. – Сред многото предизвикателства, пред които е изправено здравето на животните, предотвратяването на болести по животните е основна мисия на Световната организация за здравеопазване на животните (OIE). Имунизирането на животни срещу болести, благодарение на ваксинацията, когато съществуват ваксини, е най-добрият превантивен метод за спиране на разпространението им. Ваксинацията дори доведе до пълното унищожаване на чумата по говедата, някога смъртоносна болест по селскостопанските животни. Наясно с тежките здравни и социално-икономически последици, които болестите по животните могат да имат, OIE, заедно с партньори и донори, си постави за цел и създаде банки за ваксини, за да достави висококачествени ваксини за животни, на страни в нужда.

Както се казва в старата поговорка, превенцията е по-добра от лечението. Това не може да е по-вярно, тъй като трябва да се справим с няколко епидемии от болести по животните, по целия свят, с опустошително въздействие не само върху здравето на животните, но и върху поминъка, продоволствената сигурност, международната търговия, а понякога и върху човешкото здраве. Предотвратими с ваксина болести като бяс, болест по дребните преживни животни (PPR) или болестта шап (FMD),  могат да бъдат овладени, тъй като имаме инструмент за спирането им: ваксинация.

Въпреки това, прилагането на ефективни кампании за ваксиниране на животни може да бъде предизвикателство. Наличието на ресурси за закупуване и доставка на качествени ваксини, понякога в отдалечени райони, като същевременно се спазват факторите за съхранение и транспортиране, с цел, да се запазят свойствата на ваксините, може да бъде трудно.

Ето защо OIE, с подкрепата на донори и партньори, създаде банки за ваксини за няколко заболявания. След създаването на първата си банка с ваксини за контрол на инфлуенцата по птиците през 2006 г., OIE помогна на своите членове в справянето с няколко болести по животните. Банките за ваксини на OIE позволяват доставката на висококачествени ваксини, отговарящи на международните стандарти на OIE, своевременно и на предварително установена ниска и фиксирана цена. Тъй като ваксините се изпращат безопасно и бързо, страните бенефициенти могат да се съсредоточат върху други съществени аспекти на своите национални стратегии за болести, като повишаване на осведомеността, обучение на ваксиниращия персонал или подобряване на мерките за биосигурност и т.н.

От декември 2021 г. банките за ваксини на OIE са позволили доставянето на значително количество дози срещу бяс, шап и PPR.

През 2021 г. банката за ваксини срещу шап беше затворена. От януари 2022 г. банките за ваксини срещу бяс и PPR остават активни.

Източник: Prevention is better than a cure: delivering quality vaccines to stop the spread of animal diseases - OIE - World Organisation for Animal Health
В прессъобщение на Европейската Комисия от първи април тази година се информира за следното:
Дивите пчелни колонии са уязвими и застрашени, загубата им в резултат на употребата на пестициди трябва да бъде сведена до нулеви стойности   Европейската пчеларска организация - „BeeLife” настойчиво настоява да се вземе под внимание въздействието на пестицидите, което те оказват върху дивите опрашители, за да се гарантира тяхната защита. Дивите пчели заемат важна роля в процеса на опрашване и размножаване на различните групи култури, в това число и дивите видове.  Биоразнообразието на различните видове опрашители е от жизненоважно значение в постигането на устойчивост и стабилност на екосистемните, процеса на опрашване е предпоставка за сигурни, качествени и добри добиви (Garibaldi et al, 2016) [1]. Следователно опазването и защитата на дивите видове опрашители е от първостепенно значение за гарантиране и осигуряване на продоволствената сигурност на ЕС и биологичното разнообразие. 
 През януари, тази година Европейският орган за безопасност на храните (EFSA) публикува ръководство/ръководен документ [2], относно оценката на риска от пестициди, с насоки за подпомогне дейността на участващите в този процес (Постоянният комитет по растенията, животните, храните и фуражите - SCoPAFF) и по специално за установяване на специфични цели за защита Specific Protection Goals (SPG) на дивите пчели в границите на Европейският съюз. В документа EFSA твърди, че нивото на познания за дивите пчели е недостатъчно за определяне на SPG въз основа на фоновата изменчивост на колониите.  В тази връзка EFSA изготви поредица от становища въз основа на информация от данните, получени от регулаторните полеви/теренни проучвания. Проблемът с тези полеви проучвания е,  че „контролните полета“ също се третират с пестициди, истинността на това твърдение беше прието и подкрепено от всички представители на растителнозащитната индустрия, EFSA и DG SANTE. Като резултат от това данните, използвани в изготвянето на оценката са от потенциално контаминирани  полета и ще е пречка в определянето на фоновата смъртност на пчелите и неприемливите ефекти на пестицидите върху тях. 

 Организацията „BeeLife“ апелира, практиката, при която контролните полета се третират с пестициди при рутинни полеви проучвания да спре. В изпълнение на целите заложени в Стратегията на ЕС за биологично разнообразие на опрашителите, както и поетата инициатива за борба и ограничаване на изчезването им, е необходимо  да се обърне внимание на факта,че липсват достатъчно знания и данни, които ще подпомогнат постигането на тези цели. Постигане на SPG на нула процента е една от предпазните мерки към която се стреми в стратегията. Обмисля се да се направи изключение и то да е само за нуждите на регулаторните полеви/теренни проучвания, в протоколите да се даде възможност и да се предвиди отклонение от 3% в SPG на дивите пчели, между контролните и тестовите полета.

Причините, които определят отговора на въпроса „Защо трябва да се приема толкова нисък процент на загуба?“ са:

1. Комбинацията от пестициди (как въздействат в действителност при полеви условия) няма проведени тестови опити в регулаторния процес;

2. Експозицията на пестициди не се оценява в контекста на „реалния свят“ (напр.: липса на местообитание, храна,  различни стрес фактори и т.н.);

3. Тестването се извършва на определени видове. Напълно вероятно е тези видове да проявяват различна степен на устойчивост и да не са от най-чувствителните сред 1900-те вида диви пчели срещани в границите на ЕС. EFSA разгледа през 2013 г Ръководство за оценка на риска от продукти за растителна защита върху пчелите ( Apis mellifera, Bombus spp . и самотни пчели), за пояснение на допустимите прагове на токсичност в рамките на самият вида, както и между отделните видове /вътревидови и междувидов/, също така като предложи някои придружаващи фактори/критерии за извършване на оценка от 5(вътревидови) и 10 (междувидов).

Господин Ноа Симон Делсо, научен директор на „BeeLife” заяви: „„BeeLife”  изисква политически ангажимент на по-високо ниво, като се стреми към най-висока защита на опрашителите и вземане на последователни политически решения. Не може да пренебрегнем негативните тенденции, които се наблюдават при опрашителите, ако продължим да приемаме високите степени на въздействие, причинени от пестицидите.  Разнообразието от опрашители трябва да се разглежда като вложение в продукцията."

Цел на ЕС е, от една страна да възстанови биоразнообразието, заложено в Стратегията за биологично разнообразие, а от друга да позволи 10% загуба на дивите пчелни популации в резултат на пестицидната експозиция, всичко това не е ясно разбираемо/съгласувано и не трябва да се приема. Преди да се достигне до  катастрофално положение в биоразнообразието и липсата на достатъчно данни за това, какво може да се приема за „устойчива вреда“ за дивите опрашители, настояваме държавите-членки на ЕС, да се стремят към нулев процент 0% загуба на земни пчели и самотни пчели, но за максимум 3% разлика при дивите пчели между контролното и тестваното поле. 

  Препратки:

[1] Garibaldi et al, 2016: Взаимно изгодно разнообразие от опрашители и резултати от добива на култури в малки и големи ферми

[2] EFSA, 2022 г.: Анализ на доказателствата в подкрепа на дефинирането на специфични цели за защита на земни пчели и самотни пчели

[3] EFSA, 2013: Ръководство за оценка на риска от продукти за растителна защита върху пчелите ( Apis mellifera , Bombus spp . и самотни пчели) 

Източник: https://www.bee-life.eu
Европейската комисия ограничава използването на активното вещество Sulfoxaflor-Сулфоксафлор, в продуктите за растителна защита (ПРЗ), което нанася вреда върху опрашителите. 

Спазвайки ангажимента си за опазване опрашителите и изграждане на устойчиви хранителни системи, през следващите седмици Европейската Комисия ще приеме законодателство, с което ще се ограничи употребата на ПРЗ съдържащи активното вещество Сулфоксафлор- Sulfoxaflor. Тези ПРЗ ще могат да се прилагат само в оранжерии, като причина за това се изтъква неблагоприятното въздействие, което могат да окажат върху дивите пчели. Предложението на ЕК за ограничаване на употребата му не получи достатъчна подкрепа от държавите членки, въпреки проведените дискусии и дебати през последната година. 

Европейският комисар по здравеопазване и безопасност на храните Стела Кириакидис каза: „Опазването на опрашителите от вредните пестициди е от първостепенно значение за бъдещето на нашата планета и нашите деца. Нашите ангажименти по стратегията от "От фермата до трапезата" и стратегията за „Биологично разнообразие“ са ясни: вредните химически пестициди или ще бъдат забранени, или употребата им ще бъде ограничена. Днес ние правим точно това, изпълняваме поетият от нас ангажимент. Научните заключения на Европейският орган по безопасност на храните (EFSA) показват, че употребата на Сулфоксафлор - Sulfoxaflor на открито може да нанесе вреда за земните пчели и пчелите, които не принадлежат към колония. Сега действията, които трябва да се предприемат, са насочени към ограничаване употребата му само в оранжерии" Предложението на Комисията беше представено за първи път през месец февруари на Постоянен комитет по растения, животни, храни и фуражи – секция „Пестициди - Законодателство”, но не беше постигнато необходимото единодушно мнозинство. В резултат на това предложението беше представено на Апелативния комитет, където държавите-членки отново не успяха да постигнат необходимият консенсус. Тази пролет регламентът ще бъде приет от Европейската Комисия. 

Източник: http://ec.europa.eu/dgs/health_food-safety/
Здраве на растенията
· На 30 март беше публикуван годишният доклад на Европейската агенция за безопасност на храните (ЕОБХ) за остатъци от пестициди. Той обхваща повече от 88 000 проби от храни, взети в Европейския съюз през 2020 г. Анализът на резултатите показва, че 94,9 % от пробите попадат в рамките на законово разрешените нива на остатъци. За подгрупата от 12 077 проби, анализирани като част от координираната от ЕС програма за контрол (EU MACP), 98,2 % са били в рамките на законовите граници. Контролната програма ЕС MACP анализира проби, събрани на случаен принцип от 12 хранителни продукта, като за 2020 г. това са моркови, карфиол, киви, лук, портокали, круши, картофи, боб, кафяв ориз, ръж, говежди дроб и птича мазнина. Една и съща потребителска кошница с продукти се взема на всеки три години, което означава, че могат да бъдат идентифицирани възходящи или низходящи тенденции за конкретни стоки. От тези проби, анализирани в координираната програма е установено, че 68,5 % (8 278 проби) не съдържат количествено измерими нива на остатъци; 29,7% (3 590) съдържат един или повече остатъци в концентрации под или равни на разрешените нива; 1,7% (209) съдържат остатъци, надвишаващи законовия максимум, от които 113 (0,9%) са несъответстващи. Подробните резултати от координираната програма са достъпни на уеб сайта на ЕОБХ под формата на диаграми и графики с възможност за разглеждане, което прави данните по-достъпни за неспециалисти. Докладът можете да разгледате тук:

The 2020 European Union report on pesticide residues in food (wiley.com)
· Европейската агенция по безопасност на храните изготви документ, съдържащ анализ на напредъка при прегледа на максимално допустимите граници на остатъчни вещества (МДГОВ) от пестициди. Настоящият документ представя състоянието на прегледите на МДГОВ (текущи и предстоящи) съгласно член 12 от Регламент (ЕО) № 396/2005. С цел подобряване на комуникацията със заинтересованите страни, ЕОБХ публикува подробната работна програма (доклад за напредъка), за да позволи заинтересованите страни да подготвят и подкрепят по-добре прегледа на МДГОВ. Документът ще се актуализира на всяко тримесечие и публикува на уеб сайта на ЕОБХ:

pesticides-MRL-review-progress-report.pdf (europa.eu)
· На 01 април в BeeLife беше публикувано прессъобщение: „Определение на нивото на защита на дивите пчели от пестициди – SPG“. Европейската пчеларска асоциация BeeLife настоява за защита на дивите опрашители от пестициди. Дивите пчели играят важна роля в опрашването на културите и възпроизводството на диви растения. Разнообразието от опрашители е жизненоважно за гарантиране на устойчивостта на екосистемните услуги за опрашване и гарантиране на най-добри добиви. Защитата на дивите опрашители е от ключово значение за гарантиране на продоволствената сигурност на ЕС и опазване на биологичното разнообразие. През януари 2022 г. ЕОБХ публикува подкрепящ документ, за да помогне на управляващите риска (Постоянният комитет за растения, животни, храни и фуражи „ПРЗ-законодателство“) да определят специфични цели за защита (SPG) за дивите пчели в ЕС. В този документ ЕОБХ твърди, че нивото на познания за дивите пчели е недостатъчно за дефиниране на SPG въз основа на фоновата променливост. Агенцията е направила серия от изявления въз основа на наличните данни, получени от регулаторни полеви опити. Проблемът с тези полеви опити е, че „контролните полета“ също се третират с пестициди, които пестицидната индустрия, ЕОБХ и DG SANTE са приели и в резултат на това, ЕОБХ използва данни от потенциално замърсени с пестициди полета, за да определи фоновата смъртност на дивите пчели, което ще служи за оценка на неприемливите ефекти на пестицидите. BeeLife European Beekeeping Coordination настоява да се преустанови ненаучния подход за третиране на контролните полета с пестициди при регулаторни полеви опити и предвид липсата на знания и данни, и изхождайки от принципа на предпазливостта, да се определят SPG на 0%:
https://www.bee-life.eu/post/press-release
· Изготвена е финалната версия на документа Minor Uses Explanatory Note относно минималните употреби. Към т.нар. „минимални култури“ в Европа се причисляват повечето зеленчуци, плодове, хмел, гъби, разсадници и декоративни растения, ориз, тютюн, билки и подправки, повечето семена и някои обработваеми култури. Изчислено е, че те като цяло съставляват повече от 60 милиарда евро годишно, което се равнява на 20 % от общата стойност на растителна продукция на ЕС. Минималните култури имат не само голямо икономическо значение за европейското земеделие (икономическо въздействие), но производството им благоприятства  биоразнообразието на агроекосистемите в Европа (въздействие върху околната среда). Документът беше представен на заседанието на Постоянния комитет за растения, животни, храни и фуражи, секция „Продукти за растителна защита – законодателство“, проведено през март, и одобрен от Комитета. Тъй като той не е стандартен ръководен документ, не беше официално гласуван, но вече може да бъде използван. В тази връзка Комисията посъветва държавите членки да публикуват на официалните си интернет сайтове линк към документа. В момента документът е само на английски език, но държавите членки могат да го преведат на родните си езици:
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· На 08 април, след искане на Европейската комисия, ЕОБХ публикува бюлетин Horizon Scanning, който обобщава месечните резултати от дейността по хоризонтално сканиране за заплахи в областта на здравето на растенията, които бяха публикувани в мрежата през предходния месец. Целта е своевременно да бъде идентифицирана подходяща информация за вредители по растенията, които биха могли да представляват заплаха и да предизвикат загриженост за ЕС и следователно може да изискват разглеждане от оценители на риска и мениджъри на риска:

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2022.EN-7282
· На 15 април Pesticide Action Network Europe изпрати отворено писмо до еврокомисаря г-жа Стела Кириакидес относно публикувано ново научно изследване за наличие на остатъци от неоникотиноидни инсектициди в ликвора на деца. Проучването е установило, че 100 % от децата имат в гръбначно-мозъчната си течност остатъци от поне един неоникотиноид, докато 64 % ​​от пробите от ликвор съдържат поне 2 неоникотиноида. Освен това, 93 % от пробите съдържат метаболита N-десметил-ацетамиприд. В тази връзка PAN Europe призовава Комисията да връчи спешно мандат на ЕОБХ да предостави становище относно намаляването на МДГОВ на всички неоникотиноиди и неоникотиноидоподобни инсектициди, които имат същия механизъм на действие и сравними свойства на водоразтворимост (включително сулфоксафлор и флупирадифурон) и да бъде стартирана процедура по член 21 от Регламент 1107/2009, с цел преглед на научната литература и оценка дали въз основа на наличната информация, неоникотиноидите и неоникотиноидоподобните активни вещества отговарят на критериите за одобрение, в контекста на задължението за прилагане на принципа на предпазливостта.

https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/Letters/20220415%20Letter%20to%20S.%20Kyriakides%20on%20neonics%20in%20cerebrospinal%20fluids.pdf

Мрежа на Европейската комисия за предупреждение и сътрудничество (състояща се от RASFF, AAC и Food Fraud)

На 25 март 2022 г. в платформата iRASFF Европейската комисия създаде уведомление за предупреждение 2022.1799 относно огнище на инфекции, причинено от монофазна Salmonella Typhimurium, вероятно свързано с консумацията на шоколадови продукти Kinder на компанията Ferrero. На 17 февруари 2022 г. Обединеното кралство съобщава за група случаи на инфекция с монофазна Salmonella Typhimurium. До 8 април 2022 г. са били докладвани 150 случая в девет държави, като повечето се отнасят за заболели деца на възраст под 10 години и много от тях са хоспитализирани. Интервютата с пациенти и епидемиологичните проучвания са показали като възможен носител на инфекцията шоколадови продукти, произведени от Ferrero в завода на компанията в Белгия. На 12 април беше публикувана изготвената от ЕОБХ и Европейския център за превенция и контрол на заболяванията съвместна оценка на огнището на монофазна Salmonella Typhimurium:

https://www.efsa.europa.eu/sites/default/files/2022-04/ROA_monophasic%20S%20Typhimurium%20ST34%20linked%20to%20chocolate_2022-00014_UK%20FINAL.pdf

	ДОБРИТЕ ПРИМЕРИ
Риба и свежа органична храна отглеждат заедно в модерен център за аквапоника
Иновационната система ще позволи да се произвеждат над 240 хил. растения и 6 тона риба годишно

   Източник: https://capgreenzone.bg/3724/
Първият в Източна Европа уникален образователен, научноизследователски и комерсиален проект за контролирано екологично производство чрез аквапонична технология в България започва работа това лято, а преди месеци беше посетен и открит от президента на Р. България Румен Радев. На площ от 4 дка, в рамките на Тракийския университет – Стара Загора, в новия Център за аквапоника ще работят две напълно оборудвани системи за аквапоника, които са изработени по патент на лидера в аквапоничната индустрия „Nelson and Pade”, Inc.® и ще осигуряват храна, произведена по екологосъобразен начин. Предвижда се Центърът да съчетава чистото производство на риба и растения, като системите могат да осигурят по 6 тона риба годишно и над 240 хил. различни растения, разказва д-р Милена Кръстанова от „Аквапоникс България“. „Центърът за аквапоника в България ще се развива в няколко направления успоредно и това е негово преимущество пред тези, които се намират в Европа – научноизследователска дейност, образователна дейност, производство в големи мащаби в контролирана среда и агротуризъм. Обучителният туризъм чрез демонстрация на аквапоничната технология ще бъде също дейността, която ще развием, тъй като аквапониката е отличен модел да се обяснят много принципи на науката.“, обяснява още д-р Кръстанова. Затвореният кръг на системите позволява растенията да усвояват хранителните вещества от водата на рибите, а след това пречистената вода, отново да се връща при аквакултурите.

Според Веселин Балджиев от „Аква Фийлд“ ООД, инвеститор на проекта, аквапоничните системи могат да осигуряват целогодишен достъп до свежа органична храна на хората, което е типичен пример за кръгова икономика. Технологията има 10 пъти по-висока производителност на единица площ спрямо конвенционалното земеделие, а самият проект на стойност над 1,5 млн. лв. е пример за една красива история за предприемаческия дух в България, завещана от автора на идеята – Радосвет Радев.
 Производството няма сезони
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„За това производство няма сезони, 365 дни ние работим и произвеждаме, като има два цикъла на производство на риби и около 20 реколти, в зависимост от растенията“, обяснява д-р Кръстанова и допълва, че са се спрели на растителни култури, към които има интерес, т.нар. „функционални храни”, като кейл, манголд, пак-чой, лечебни растения, билки и подправки. Предвижда се първият цикъл на производство да започне през лятото на 2022 г., като се очаква до края на годината да бъдат произведени 3 тона риба тилапия и 120 хил. растителни култури.

„Иновациите в новите хранителни системи предразполагат за мнението на потребителите, че не сме в близост до природата, т.е. щом няма почва, не е екологично производство. Тук ние ще опровергаем това разбиране, тъй като процесът представлява естествен цикъл на една мини екосистема, без всякакво вмешателство на химични средства. Не се използват продукти за растителна защита, които биха навредили на рибата, а рибата не я лекуваме с антибиотици или други лекарствени средства, защото биха повлияли на растенията, категорична е още д-р Кръстанова.
Интересният цикъл е напълно затворен
Тайната на иновацията е в интересния цикъл на живот на системата. Рибите и растенията се отглеждат в един воден обект като се използва една инфраструктура с нулеви отпадъци. Всичко започва с рециркулационна система, която е позната в производството на аквакултури у нас и по света повече от столетие. Това е интензивен начин на производство на риба в ограничено количество вода. Единственият вход към системата е фуражът, с който се изхранват аквакултурите. Водата от рибните резервоари, обогатена с хранителни вещества, се отправя към лехите на растенията, които усвояват полезните остатъци в нея и пречиствайки я, тя отново се връща при аквакултурите. „Предимството в нашия Център за аквапоника е, че по технология, с цел максимална продуктивност, ние работим и с трите възможни методи в аквапониката – Raft Tank (лехи с растения върху салове), където корените на растенията плуват в самата вода и се изхранват от нея; Nutrient Film Technique (тънък слой течаща вода), използван като разсадник за покълване на семената и за отглеждане на младите растения и Media-based Grow Bed (лехи с инертен субстрат, напр. експандирана глина, перлит, чакъл), където корените на растенията са засадени, а субстратът служи за опора и за максимално усвояване на веществата“, допълва д-р Кръстанова и продължава: „Това е самата същност на цикъла, като има два много важни елемента – единият процес е наречен минерализация, където се случва превръщане на хранителните остатъци в минерални вещества, готови за усвояване от растенията и още един биологичен филтър, където амонякът от изпражненията и от урината на рибите се превръща в годни вещества за изхранване на растенията“.

Самата оранжерия е с контролирана среда като със специални биосензори се управлява температурата, влажността, осветеността в нея.
Новите продукти намират модерен път до трапезата
В Центъра за аквапоника в Стара Загора се предвижда новият начин на производство на риба и полезни растения да бъде съчетан и с нов начин на реализация на продукцията. Ще се произвежда риба тилапия, но заради научноизследователската дейност, която също ще бъде застъпена в центъра, ще се отглеждат и други видове риба с цел проследяване на симбиозата на видовете в системата аквапоника, разкриват от компанията.

„Тъй като това е тип градско земеделие, първото много важно предимство е, че скъсяваме доставките – произвежда се в градска среда и продукцията е в близост до потребителя. Така се съкратява транспорта на дълги разстояния, който обикновено оскъпява продукцията и влияе на качеството“, казва д-р Кръстанова и допълва: „Нашата идея е да имаме много модерен начин на продажба, пряко от производителя, чрез приложение на смартфона за директна поръчка и доставка до адрес. Изгражда се сайт, в който всеки ще може да се запознае с технологията и виртуално да наблюдава как растат културите, които ще консумира със своята поръчка“, разкрива д-р Милена Кръстанова.

 

Човешката намеса е минимална
„За една такава система изискванията за труд във вид на грижа за растенията и рибите е около 28 работни часа на ден, което означава, че в нашата оранжерия ще работят постоянно 3-4 човека“, разказва д-р Кръстанова. Малкият екип ще трябва да управлява контролираната среда в оранжерията и да подготвя за реализация крайния продукт.
Центърът ще бъде база за обучение и проучвания
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Центърът за аквапоника в Тракийския университет – Стара Загора ще бъда и база, в която ще могат да се обучават студенти и докторанти, които да разработват своите научни трудове.

„Защо ни се довери бизнесът?“ попита ректорът на Тракийския университет – Стара Загора доц. д-р Добри Ярков по време на представянето на Центъра и отговори: „Защото видя в нас капацитет, че ние можем да подготвим хората, които ще работят с тази уникална система. Защото ние можем да започнем научно-развойна дейност и да надграждаме. Всичко това, което правим е пряко свързано с климатичните промени, с тяхната превенция, защото тази система е климатично независима и използва геотермална енергия за отопление. Тя е в помощ на продоволствената сигурност, независимо от климата“.

 

Малка и компактна система за покрива
Иновациите все повече навлизат в живота ни, така е и с производството на храната. Аквапонична система за комбинирано производство на аквакултури и растения може да бъде поставена навсякъде в града, казва д-р Милена Кръстанова – и на покрива, и в гаража, и на голямата веранда. Условието е само да се осигурят 25 квадратни метра. Това е нужното място за най-малката система за аквапоника, която се предлага от „Аквапоникс България“ „и всеки ден хората ще имат възможност да си берат зеленолистни култури и да си приготвят риба“, обяснява д-р Кръстанова.
В центъра на София вече има изграден такъв демонстрационен център в офис и успешно съчетава работното място със зелената среда.
Източник: https://capgreenzone.bg/3724/
Събития и участия
      Заместник-министър Момчил Неков: Всяка страна трябва да защитава културните си традиции в храненето

„Всяка страна трябва да защитава културните си традиции в храненето”, това заяви заместник-министърът на земеделието Момчил Неков на второто заседание на Националния съвет по храните, което се проведе днес в Министерството на земеделието.

Националният съвет по храните прие годишната си работна програма и утвърди съдържанието на проект на доклад за състоянието на сектор „Храни“ за 2021 г. Според зададената рамка се предвижда докладът да включи задълбочен анализ на сектора, изследване на неговата конкурентоспособност и възможности за развитие, анализ на бизнес средата, оценка на тенденциите в предпочитанията на потребителите, данни за контрола и безопасността, достъп на сектора до финансиране и научноизследователска и развойна дейност, мерки за устойчивост и продоволствена сигурност, оценка на ефективността на прилаганите политики.

Участниците в заседанието обсъдиха темата за европейските схеми за етикетиране на предната част на опаковката на храните и представиха становищата си по различни модели на етикетиране, както и гледната си точка дали тези модели ще стимулират потребителите да се стремят към балансирано хранене. „Трябва да информираме потребителите, без да дискриминираме отделни категории хранителни продукти, които са част от кулинарната ни история”, заяви заместник-министър Неков. Очаква се работата по темата да продължи на ниво работна група и да бъде включена в следващото заседание на Националния съвет по храните.

От Асоциация „Активни потребители” представиха проведените от тях през 2021 г. изследвания за качеството на храните, предлагани на българския пазар. Момчил Неков се ангажира представените проучвания да бъдат обсъдени с Българската агенция по безопасност на храните (БАБХ). Той припомни, че създаването на акредитирани лаборатории с акредитирани методи на изпитване е записано в коалиционното споразумение.

„Всички теми, свързани с храните и общественото здраве, са приоритет за Министерството на земеделието. Засилването на контрола вече започна да се случва в България. За да постигнем доверие в обществото, това трябва да е постоянен процес и тепърва ще видим резултати в тази насока”, коментира заместник-министър Неков.
Източник: https://www.mzh.government.bg/bg/press-center/novini/momchil-nekov-vsyaka-strana-tryabva-da-zashitava-k/ 

Министър Иванов: Работна група ще търси най-добрите решения за взаимодействие между търговските вериги и производителите

„Създаваме работна група, с която ще търсим най-добрите решения за взаимодействие между търговските вериги и производителите. Това е национално отговорното поведение. В нея ще бъдат поканени за участие представители на бизнеса от различни сектори, големите хранителни вериги, Министерство на икономиката и индустрията, Комисия за защита на конкуренцията и други държавни институции. Тя ще се ръководи от заместник-министърa на земеделието Момчил Неков“. Това заяви министърът на земеделието д-р Иван Иванов по време на среща с браншовите организации - растениевъдство, животновъдство, храни и търговските вериги. Той обясни, че основен фокус в дейността на групата ще са преглед на нормативната уредба и предложения за изменения.

Аграрният министър посочи, че очаква в кратки срокове - до няколко седмици, да имаме конкретни идеи за законодателни промени, които да защитят интересите както на производителите, така и на търговските вериги. Той коментира, че най-важно е да се намерят най-добрите работещи решения. По думите му нормално и целесъобразно е държавата да спомогне за намиране на баланса.

„Държавата ще изпълнява своята регулаторна роля, спазвайки българското и европейското законодателство“, подчерта министърът. Д-р Иванов коментира, че е важно да създадем стабилност и да защитим българските потребители. Той допълни още, че цените на основните продукти са нараснали, което се отразява и на покупателната способност на хората. През втората половина от годината ще бъдат отпуснати значителни средства за подпомагане на фермерите, надяваме се, че това ще е в подкрепа на производителите и тяхната стока ще достига по-лесно до потребителите, уточни агроминистърът.

„Министерството на земеделието отговаря за качеството на храните и правим контрол по цялата верига“, коментира заместник-министър Момчил Неков. Според него е нужно да се увеличат родните продукти на щандовете на веригите, което да става чрез пазарни механизми и допълни, че важна цел е да възстановим българския вкус и да го върнем на масата на потребителите. Той припомни, че в новата Обща селскостопанска политика държавното съфинансиране ще е 60%, като ще следим средствата да стигнат по най-правилният начин до фермерите.

В рамките на дискусията представителите на бранша поставиха въпроса за намаляване на ДДС на храните, което според тях е необходима мярка в този момент. Министър Иванов акцентира, че той и министерството подкрепят идеята, като становище ни ще е това да важи за всички продукти, а не само за определени стоки. Той информира, че затова ще се настоява и при подготовката на актуализацията на бюджета, което се очаква да стане през месец май и допълни, че по информация на Министерство на финансите вече се правят анализи в тази посока.

Тема на дискусията бяха и доставките на газ. Представителите на бизнеса посочиха, че за тях е много важно да имат сигурност и прогнозируемост и апелираха Министерството на земеделието да защитава техния интерес в тази поска. Министърът информира, че доставките на газ ще бъдат ритмични и държавата взема всички необходими мерки, за да гарантира това.

Бизнесът постави някои въпроси относно търговските взаимоотношения между производителите и веригите. Част от темите, на които според тях трябва да се обърне внимание са надценката на стоките, насърчаване на достъпа на малките фермерите до веригите и сключване на договори за реализиране на продукция, което ще насърчи производството.

Източник: https://www.mzh.government.bg/bg/press-center/novini/ministr-ivanov- rabotna-grupa-she-trsi-naj-dobrite-/ 
Среща на EFSA Pesticide Steering Network
На 28 април ще се състои 29-та среща на EFSA Pesticide Steering Network, която ще е отворена за наблюдатели и желаещите могат да се регистрират за участие в нея на следния линк:
https://www.efsa.europa.eu/en/events/29th-open-meeting-efsa-pesticide-steering-network
      Информационни дни относно мисията на ЕС „A Soil Deal for Europe“

Европейската комисия организира на 17-18 май информационни дни относно мисията на ЕС „A Soil Deal for Europe“. Животът на Земята зависи от здравите почви. Почвите са в основата на нашите хранителни системи. Основната цел на мисията „A Soil Deal for Europe“ е да се създадат 100 живи лаборатории, които да допринесат за преход към здрави почви до 2030 г. Мисията за здравето на почвите е една от петте избрани области на мисия на „Хоризонт Европа“: 
https://ec.europa.eu/info/sites/default/files/research_and_innovation/strategy_on_research_and_innovation/documents/eu_he_missions_soil_facsheet_290921.pdf

В основата на влошеното състояние на почвите е човешката дейност, свързана с неустойчиви практики на управление в горското и селското стопанство, замърсяването от промишлеността и урбанизацията, както и процесите в хранителната верига и хранителните отпадъци. Почвите са крехък ресурс, обновяването на който отнема много време и това прави предизвикателството за възстановяване и насърчаване на здравето на почвите ключов приоритет. Планът за изпълнение на мисията „A Soil Deal for Europe“ е достъпен на следния линк:
https://ec.europa.eu/info/sites/default/files/research_and_innovation/funding/documents/soil_mission_implementation_plan_final_for_publication.pdf


1 Бюлетинът е изготвен от Дирекция „Политики по агрохранителната верига”, Министерство на земеделието 
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ANNEX I
referred to in Article 3

METHODOLOGY FOR CALCULATING PROGRESS TOWARDS ACHIEVING
THE TWO UNION AND TWO NATIONAL 2030 REDUCTION TARGETS

In the Farm to Fork Strategy, the Commission committed to take action to (a) reduce by 50%
the overall use and risk from chemical pesticides by 2030 (‘Union 2030 reduction target 1’)
and (b) reduce by 50% the use of more hazardous pesticides by 2030 (‘Union 2030 reduction
target 2°). This regulation regulates the contribution of each Member State to these Union
targets. Each Member State contribution, set in the form of a national target, to Union 2030
reduction target 1 is referred to as a ‘National 2030 reduction target 1°, while a Member State
contribution to Union 2030 reduction target 2 is referred to as a ‘National 2030 reduction
target 2°. The methodology for calculating progress towards achieving these targets is set out

below:

SECTION 1

Union 2030 reduction target 1 and National 2030 reduction target 1: methodology for
estimating progress towards the reduction in use and risk of chemical plant protection

products

1. The methodology shall be based on statistics on the quantities of chemical active
substances placed on the market in plant protection products under Regulation (EC)
No 1107/2009, provided to the Commission (Eurostat) under Annex I to Regulation
(EC) No 1185/2009 of the European Parliament and of the Council.

2. The following general rules shall apply for the calculation of progress towards
achieving reduction target 1:

(a)

(b)

(c)

(d)

(e)

®

progress shall be calculated on the basis of the categorisation of chemical
active substances into the 4 groups set out in the Table in this Annex;

the chemical active substances in group 1 shall be those listed in Part D of the
Annex to Commission Implementing Regulation (EU) No 540/2011%;

the chemical active substances in group 2 shall be those listed in Parts A and B
of the Annex to Implementing Regulation (EU) No 540/2011;

the chemical active substances in group 3 shall be those listed in Part E of the
Annex to Implementing Regulation (EU) No 540/2011;

the chemical active substances in group 4 shall be those not approved under
Regulation (EC) No 1107/2009, and therefore not listed in the Annex to
Implementing Regulation (EU) No 540/2011;

the weightings in row (iii) in the Table in this Annex shall apply.

! Regulation (EC) No 1185/2009 of the European Parliament and of the Council of 25 November 2009
concerning statistics on pesticides (OJ L 324, 10.12.2009, p. 1).

Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation

(EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active
substances (OJ L 153, 11.6.2011, p. 1).





Progress towards achieving reduction target 1 shall be calculated by multiplying the
annual quantities of active substances in plant protection products placed on the
market for each group in the Table in this Annex by the relevant hazard weighting set

out in row (iii), followed by the aggregation of the results of these calculations.

Table

Categorisation of active substances and hazard weightings for the purpose of calculating
progress towards Union 2030 reduction target 1 and national 2030 reduction target 1

Row Groups
1 2 3 4
(i) Low-risk chemical Chemical active Chemical active substances Chemical
active substances substances approved or that are approved as active
which are approved or | deemed to be approved | candidates for substitution in substances
deemed to be approved | under Regulation (EC) | accordance with Article 24 of | which are not
under Article 22 of No 1107/2009, and not Regulation (EC) No approved under
Regulation (EC) No falling in other 1107/20009. Regulation
1107/2009, and which categories, and which (EC) No
are listed in Part D of are listed in Parts A 1107/2009, and
the Annex to and B of the Annex to therefore
Implementing Implementing which are not
Regulation (EU) No Regulation (EU) No listed in the
540/2011 540/2011 Annex to
Implementing
Regulation
(EU) No
540/2011
(ii) Hazard Weightings applicable to quantities of chemical active substances placed on the market in
products authorised under Regulation (EC) No 1107/2009
(iii) 1 8 16 64

The baseline for reduction target 1, at both Union and national levels, shall be set at

100, and is equal to the average result of the above calculation for the period 2015-
2017.

The progress towards achieving reduction target 1, at both Union and national levels,
shall be expressed by reference to the baseline.

The Commission shall calculate the progress towards achieving reduction target 1, at
at both Union and national levels, in accordance with Article 32 of this Regulation
for each calendar year and at the latest 20 months after the end of the year for which
progress towards the reduction target 1 is being calculated.

SECTION 2

Union 2030 reduction target 2 and National reduction target 2: methodology for
estimating progress towards reduction in the use and risk of the more hazardous plant

protection products






The methodology shall be based on statistics on the quantities of active substances
placed on the market in plant protection products under Regulation (EC) No
1107/2009, provided to the Commission under Annex I to Regulation (EC) No
1185/2009.

Progress towards achieving target 2, at both Union and national levels, shall be
calculated by adding together the annual quantities of chemical active substances
contained in more hazardous plant protection products placed on the market each
year.

The baseline for reduction target 2, at both Union and national levels shall be set at
100, and is equal to the average result of the above calculation for the period 2015-
2017.

Progress towards achieving reduction target 2, at both Union and national levels,
shall be expressed by reference to the baseline.

The Commission shall calculate progress towards achieving reduction target 2, at
both Union and national levels, in accordance with Article 34(2) of this Regulation
for each calendar year and at the latest 20 months after the end of the year for which
progress towards reduction target 2 is being calculated.

SECTION 3
Union Reduction Targets

The methodology for calculating trends towards the two Union 2030 reductions
targets shall be the same as the methodology for calculating trends at national level
as set out in Sections 1 and 2.

The trend at national level will be calculated using national statistics on the quantities
of chemical active substances as defined in point 5 of Article 2 placed on the market
in plant protection products under Regulation (EC) No 1107/2009, provided to the
Commission under Annex I (Statistics on the placing on the market of pesticides) to
Regulation (EC) No 1185/2009.

The trend at Union level will be calculated using Union statistics on the quantities of
chemical active substances as defined in point 5 of Article 2 placed on the market in
plant protection products under Regulation (EC) No 1107/2009, provided to the
Commission under Annex I (Statistics on the placing on the market of pesticides) to
Regulation (EC) No 1185/20009.





ANNEX 11

DATA TO BE PROVIDED IN ANNUAL PROGRESS AND IMPLEMENTATION

REPORTS

Part 1: Annual trends in progress towards achieving national 2030 reduction targets

1.

by year N + 20 months, whereas year N may be prior to the date of application of this
Regulation, the trends in a Member State’s progress towards achieving the two
national 2030 reduction targets between the baseline period of the average of the
years 2015-2017 and year N;

each Member State shall update the trends in progress on an annual basis in its
annual progress and implementation reports;

all other national indicative targets indicated in Article 9(2) and (4).

Part 2: All other quantitative data relevant to implementation of this Regulation and level of

T th i

Use of plant protection products:

1.

the percentage of professional users controlled for integrated pest management
implementation;

the percentage of professional users failing to comply with the obligation to keep
electronic records on integrated pest management implementation;

the percentage of professional users that failed to comply with the obligation to keep
pesticide use data electronically;

the number of aerial application derogations, the validity period of the derogation, as
well as the size and the location of the areas concerned, and reasons for the
derogation granted;

the percentage of utilisable agricultural areas and other areas covered by aerial
application derogations;

the number of derogations for use of plant protection products in sensitive areas;

the percentage of utilisable agricultural area and other areas covered by derogations
for use of plant protection products in sensitive areas;

the estimated quantities of illegal plant protection products used and the quantities of
illegal plant protection products detected;

whether Member States have applied derogations allowing for

(a) different inspection requirements to application equipment in professional use
that represents a very low scale of use, or

(b) exemptions from inspection for handheld application equipment or knapsack
sprayers, in professional use.

Training and advisory services:

3

This data is to be provided by N + 6 months after the relevant year N in accordance with Article 10.





10.

I1.

the percentage of professional users, advisers and distributors trained in the topics
listed in Annex IV and holding a training certificate under Article X, broken down by
professional user, advisers and distributors;

the percentage of professional users that fail to comply with the obligation to use
independent advisory services at least once a year.

Application equipment in professional use:

12.

13.

14.

the estimated percentage of application equipment in professional use registered on
the electronic register of application equipment in professional use;

the percentage of registered application equipment in professional use and due for
inspection that has been inspected

the percentage, at time of inspection, of application equipment in professional use
fitted with risk mitigation devices.

Member State further measures to implement integrated pest management:

15.

the percentage of utilisable agricultural area in each Member State that is covered by
crop-specific rules that have been made legally binding under national legislation.





ANNEX 111

TRAINING SUBJECTS REFERRED TO IN ARTICLE 25

All relevant legislation regarding plant protection products and their use and risk and
in particular this Regulation. While not exclusive, the following legislation is
relevant:

Regulation (EC) No 1107/2009 of the European Parliament and of the Council*
Regulation (EC) No 396/2005 of the European Parliament and of the Council °
Regulation (EU) No 528/2012 of the European Parliament and of the Council®
Regulation (EC) No 1185/2009 of the European Parliament and of the Council ’
Regulation EC No 1272/2008 of the European Parliament and of the Council ®
Regulation (EU) 2017/625 of the European Parliament and of the Council’
Regulation (EU) 2021/2115 of the European Parliament and of the Council’
Directive 2009/127/EC of the European Parliament and of the Council"!
Directive 2000/60/EC of the European Parliament and of the Council'?
Directive 89/391/EEC "

Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repealing Council Directives
79/117/EEC and 91/414/EEC (OJ L 309, 24.11.2009, p. 1).

Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on
maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending
Council Directive 91/414/EEC (OJ L 70, 16.3.2005, p. 1).

Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012
concerning the making available on the market and use of biocidal products (OJ L 167, 27.6.2012, p. 1).
Regulation (EC) No 1185/2009 of the European Parliament and of the Council of 25 November 2009
concerning statistics on pesticides (OJ L 324, 10.12.2009, p. 1).

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on
classification, labelling and packaging of substances and mixtures, amending and repealing Directives
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p.
1).

Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017 on official
controls and other official activities performed to ensure the application of food and feed law, rules on
animal health and welfare, plant health and plant protection products, amending Regulations (EC) No
999/2001, (EC) No 396/2005, (EC) No 1069/2009, (EC) No 1107/2009, (EU) No 1151/2012, (EU) No
652/2014, (EU) 2016/429 and (EU) 2016/2031 of the European Parliament and of the Council, Council
Regulations (EC) No 1/2005 and (EC) No 1099/2009 and Council Directives 98/58/EC, 1999/74/EC,
2007/43/EC, 2008/119/EC and 2008/120/EC, and repealing Regulations (EC) No 854/2004 and (EC)
No 882/2004 of the European Parliament and of the Council, Council Directives 89/608/EEC,
89/662/EEC, 90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision
92/438/EEC (Official Controls Regulation) (OJ L 95, 7.4.2017, p. 1).

Regulation (EU) 2021/2115 of the European Parliament and of the Council of 2 December 2021
establishing rules on support for strategic plans to be drawn up by Member States under the common
agricultural policy (CAP Strategic Plans) and financed by the European Agricultural Guarantee Fund
(EAGF) and by the European Agricultural Fund for Rural Development (EAFRD) and repealing
Regulations (EU) No 1305/2013 and (EU) No 1307/2013 OJ L 435, 6.12.2021, p. 1).

Directive 2009/127/EC of the European Parliament and of the Council of 21 October 2009 amending
Directive 2006/42/EC with regard to machinery for pesticide application (OJ L 310, 25.11.2009, p. 29).
Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000 establishing a
framework for Community action in the field of water policy (OJ L 327, 22.12.2000, p. 1).





Regulation (EC) No 1907/2006 of the European Parliament and of the Council
Directive 2008/68/EC of the European Parliament and of the Council

The existence and risks of illegal and counterfeit plant protection products, the
methods to identify such products, and the penalties associated with sale or use of
illegal plant protection products.

The hazards and risks associated with plant protection products, and how to identify
and control them, including the following subjects:

(a) risks to human health ;

(b) symptoms of plant protection product poisoning and appropriate first aid
measures in case of such poisoning;

(c) risks to non-target plants and insects, wildlife, biodiversity and the environment
in general.

Integrated pest management strategies and techniques, integrated crop management
strategies and techniques, organic farming principles, biological pest control
methods, harmful organism control methods, the obligation to apply integrated pest
management as set out in Articles 12 and 13 of this Regulation, and the obligation to
enter records in the electronic integrated pest management and plant protection
product use register, as set out in Article 16 of this Regulation.

When plant protection products are needed, how to choose the plant protection
products with the least side effects on human health, non-target organisms and the
environment among all authorised products for a given pest problem, in a given
situation.

Measures to minimise risks to humans, non-target organisms and the environment,
including:

(a) safe working practices for storing, handling and mixing plant protection
products;

(b) safe working practices for disposing of empty packaging, other contaminated
materials and surplus plant protection products (including tank mixes), whether
in concentrate or dilute form;

(c) the recommended way to control operator exposure (including personal
protection equipment).

(d) information on the correct and safe disposal of old and obsolete plant
protection products.

Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to encourage
improvements in the safety and health of workers at work (OJ L 183, 29.6.1989, p. 1).

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH),
establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council
Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and
2000/21/EC (OJ L 396, 30.12.2006, p. 1).

Directive 2008/68/EC of the European Parliament and of the Council of 24 September 2008 on the










10.

I1.

12.

13.

14.

Procedures for preparing application equipment for operation, including its
calibration, with minimum risks to the user, other persons, non-target animal and
plant species, biodiversity and the environment, including water resources.

Practical training on the use of application equipment and its maintenance, and on
risk mitigation measures including specific spraying techniques, use of new
technology including precision farming techniques, as well as the technical check of
sprayers in use and ways to improve spray quality. In this subject special attention
shall be paid to the drift-reduction nozzles and the recommendations made by the
manufacturers concerning optimal conditions of their use. Specific risks linked to use
of handheld application equipment or knapsack sprayers and the relevant risk
management measures. Practical training shall also cover the specific risks linked to
the sowing of seeds treated with plant protection products.

Emergency action to protect human health and the environment, including water
resources in case of accidental spillage and contamination and extreme weather
events that would result in plant protection products leaching risks.

Special care in sensitive areas as defined in Article 2(18) of this Regulation and
protection areas established under Articles 6 and 7 of Directive 2000/60/EC and an
awareness of contamination caused by particular plant protection products in their
respective region.

Health monitoring and access facilities to report on any poisoning incidents or
suspected poisoning incidents.

Record keeping of the sale, purchase and use of plant protection products, in
accordance with the relevant legislation.

How to minimise or eliminate applications of certain plant protection products
classified as “harmful to aquatic life with long lasting effects”, “very toxic to aquatic
life with long lasting effects” or “toxic to aquatic life with long lasting effects”
pursuant to Regulation (EC) 1272/2008 on or along roads, railway lines, very
permeable surfaces or other infrastructure close to surface water or groundwater or

on sealed surfaces with a high risk of run-off into surface water or sewage systems.

In order to protect the aquatic environment and drinking water supplies from the
impact of plant protection products, Member States shall ensure that mandatory
training of professional users and advice to professional users in accordance with
Article 20 includes all the following subjects:

(a) the use of plant protection products in accordance with the restrictions
indicated on the label in accordance with Article 31, point (4)(a) of Regulation
(EC) No 1107/2009, while giving preference to plant protection products that

Y14

are not classified as “(very) persistent”, “(very) bioaccumulative”,

29 ¢e

“very toxic to aquatic life with long lasting effects”, “toxic to aquatic life with
long lasting effects” or “harmful to aquatic life with long lasting effects”
pursuant to Regulation (EC) No 1272/2008'° or containing priority substances
included in the list adopted by the Commission in accordance with Article 16

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on
classification, labelling and packaging of substances and mixtures, amending and repealing Directives
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p.

1.





(b)

(©)
(d)

(e)

of Directive 2000/60/EC implemented via Directives 2008/105/EC and
2013/39/EU, or pesticides having been identified as river basin specific
pollutants under Annex V, point 1.2.6 WFD, in particular those affecting water
used for the abstraction of drinking water in accordance with Article 7 of
Directive 2000/60/EC and Directive (EU) 2020/2184;

potential hazards of and risks for human health and the environment from the
use of plant protection products, as well as methods to minimise emissions to
the environment and occupational exposure to more hazardous plant protection
products

use of drift reducing technology in all field crops;

use of other mitigation measures which minimise the risk of off-site pollution
caused by spray drift, drain-flow and run-off, including in particular mandatory
buffer zones adjacent to surface waters courses and groundwater and aquifers;

how to comply with restrictions set out in Regulation 1107/2009 for
minimising or substituting uses of the plant protection products classified as
“harmful to aquatic life with long lasting effects”, “very toxic to aquatic life
with long lasting effects” or “toxic to aquatic life with long lasting effects”
pursuant to Regulation (EC) No 1272/2008 [?] on or along roads, railway lines,
very permeable surfaces or other infrastructure close to surface water or
groundwater or on sealed surfaces with a high risk of run-off into surface water

or sewage systems.





ANNEX IV
INSPECTION OF APPLICATION EQUIPMENT

The inspection of application equipment shall cover all aspects important to ensure a high
level of safety and protection of human health and the environment. Full effectiveness and
safety of the application operation should be ensured by proper performance of any device or
apparatus of the equipment to guarantee the following objectives are met.

The application equipment must function reliably and be used only in accordance with its
manual of operation for its intended purpose ensuring that plant protection products can be
accurately applied in line with good agricultural practice (GAP) as defined in Article 3(2),
point (a), of Regulation (EC) 396/2005 of the European Parliament and the Council"’.

The equipment must be in such a condition to allow it to be filled and emptied safely, easily
and completely and to prevent any leakage of either spray solution or concentrated product. It
must permit easy and thorough cleaning. It must also allow for safe operation, and be capable
of being immediately stopped from the position of the operator. It must be simple to perform
any necessary adjustments. Such adjustments must be accurate and capable of being
reproduced.

During inspection, compliance with the following requirements shall be checked:
1. Safety

The equipment shall be clean and safe before the inspection starts. The following shall
be checked:

e the power take off driveshaft guard and all protective devices for the power
take off and other rotating power transmission parts,

e  Jeakage from the hydraulic system and general condition of hydraulic cylinders
and pipes,

e  safety and functioning of all electrical parts, including solenoid switches,
e  functioning of safety valves,

° condition of structural parts, framework, and booms/nozzle holders,

e  Jlocking of foldable parts, and

e the guarding and condition of the blower (in case of an equipment with air-
assistance).

0N Leakage

Both in stationary and working conditions there shall be no leakage or dripping from
any part of the equipment. There shall be no dripping or unintended application after
the equipment has been switched off. For equipment to apply liquid products there
shall be no leakages from pipes or hoses when running at the maximum obtainable

17 Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on
maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending
Council Directive 91/414/EEC (OJ L 70, 16.3.2005, p. 1).
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pressure for the system and no liquid shall be applied directly on or to the sprayer
itself.

Pump (for equipment used to apply liquid products)

The pump capacity shall be suited to the needs of the application equipment and the
pump must function properly in order to ensure a stable and reliable application rate.

Agitation or mixing (for equipment to apply liquid products)

Agitation or mixing devices must ensure a proper recirculation in order to achieve an
even concentration of the whole volume of the liquid spray mixture in the tank.

Spray liquid tank/hopper

Spray tanks and hoppers including filling level indicators, filling devices, strainers
and filters, emptying and rinsing systems and mixing devices shall operate in such a
way as to minimise accidental spillage, uneven concentration distribution, operator
exposure and residual content.

Measuring systems, control and regulation systems

All devices for measuring, switching on and off and adjusting pressure and/or flow
rate shall be properly calibrated and work correctly. The controls to be operated
during the application operation shall be operable from the operator's position, the
necessary instruments to control the operation shall be present and accurate and the
instrument displays shall be readable from the operators position. For equipment to
apply liquid products, pressure adjustment devices shall maintain a constant working
pressure at constant revolutions of the pump, in order to ensure that a stable volume
application rate is applied. Additional equipment to dose or inject plant protection
products shall function accurately and correctly.

Pipes and hoses

Pipes and hoses shall be in properly functioning condition to avoid disturbance of
product flow or accidental spillage in case of failure. Pipes and hoses shall not be
kinked, excessively worn or in a position which would allow stretching.

Filtering (for equipment to apply liquid products)

In order to avoid turbulence and heterogeneity in spray patterns, filters shall be
present and in good condition and the mesh size of the filters shall correspond and be
appropriate to the size of nozzles fitted on the sprayer. Where applicable the filter
blockage indication system shall operate correctly.

Spray boom (for equipment applying plant protection products by means of a
horizontally or vertically positioned boom, located close to the crop or the
material to be treated).

The boom must be in good condition and stable in all directions. The fixation and
adjustment systems and the devices for damping unintended movements and slope
compensation must work correctly.

Nozzles/outlets (for equipment to distribute liquid products)/ Outlets (for solid
products)

Nozzles and outlets must work properly. The flow rate of each individual nozzle and
outlet shall not deviate significantly from the data of the flow rate tables provided by
the manufacturer.
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12.

13.

Distribution

Where relevant, the longitudinal, transversal and vertical (in case of applications in
vertical crops) distribution of the product in the target area must be even.

Blower (for equipment distributing plant protection products by air assistance)
The blower must be in good condition and must ensure a stable and reliable air stream.
Cleaning

If present, the rinsing/cleaning systems for emptied containers, e.g. fitted on
induction bowls of application equipment, shall work reliably. Moreover, if provided,
tank cleaning devices, devices for external cleaning, devices for cleaning of
induction hoppers and devices for the internal cleaning of the complete application
equipment shall function correctly.





ANNEX V
NOTIFICATION FORM

Reason for notification (Please tick)

New equipment or first Removal from
registration of used use
equipment

Change of ownership Return to use

Current owner

Name: Unique personal /
company identifier:
(Tax Number)

Address 1:

Address 2: Occupation:
(Farmer, Landscaper, Contractor,
other please specify)

Address 3:

Address 4:

Country:

Previous owner if applicable

Name:

Address 1:

Address 2:

Address 3:

Address 4:

Country:






Pesticide application equipment type (Please tick most appropriate)

Boom sprayer Orchar Fogger (cold & Seed dresser
d hot)
sprayer
Granule Mist blower Vapour Vertical sprayer
applicator generato
r
Aircraft (winged) Aircraft (rotor) Unmanned Handheld
aircraft applicatio
(e.g. drone) n
equipment
Other Please describe:

Is equipment air assisted?

Is equipment fitted with GPS controlled nozzle or section shut off?

Pesticide application equipment

Make: Model:

Chassis No.: Tank/hopper capacity:
Manufacture Working width:

year:

Other

information:






ANNEX VI
referred to in Article 35

METHODOLOGY FOR THE CALCULATION OF HARMONISED RISK

INDICATORS AT UNION AND NATIONAL LEVEL

SECTION 1

Harmonised risk indicators

The methodology for calculating harmonised risk indicators at both Union and national levels
are listed in Sections 2 to 4 of this Annex. While the methodology for both Union and
national indicators are the same, the former are based on Union wide statistics while the latter
are based on national statistics. These indicators shall be calculated annually.

SECTION 2

Harmonised risk indicator 1: hazard-based harmonised risk indicator based on the
quantities of active substances placed on the market in plant protection products under

Regulation (EC) No 1107/2009

1. This indicator shall be based on statistics on the quantities of active substances
placed on the market in plant protection products under Regulation (EC) No
1107/2009, provided to the Commission (Eurostat) under Annex I of Regulation
(EC) No 1185/2009. Those data are categorised into 4 groups.

2. The following general rules shall apply for the calculation of harmonised risk
indicator 1:

(2)

(b)

(©)

(d)

(e)

()

harmonised risk indicator 1 shall be calculated on the basis of the
categorisation of all active substances into the 4 groups set out in Table 1;

the active substances in group 1 shall be those listed in Part D of the Annex to
Implementing Regulation (EU) No 540/2011;

the active substances in group 2 shall be those listed in Parts A and B of the
Annex to Implementing Regulation (EU) No 540/2011;

the active substances in group 3 shall be those listed in Part E of the Annex to
Implementing Regulation (EU) No 540/2011;

the active substances in group 4 shall be those not approved under Regulation
(EC) No 1107/2009, and therefore not listed in the Annex to Implementing
Regulation (EU) No 540/2011;

the weightings in row (iii) in Table 1 shall apply.

Harmonised risk indicator 1 shall be calculated by multiplying the annual quantities

of active substances in plant protection products placed on the market for each group
in Table 1 by the relevant hazard weighting set out in row (iii), followed by the
aggregation of the results of these calculations.

Table 1

Categorisation of active substances and hazard weightings for the purpose of calculating










Row Groups
1 2 3 4
(i) Low-risk active Active substances Active substances Active substances
substances which | approved or deemed | that are approved as which are not
are approved or to be approved candidates for approved under
deemed to be under Regulation substitution in Regulation (EC)
approved under (EC) No 1107/2009, accordance with No 1107/2009, and
Article 22 of and not falling in Article 24 of therefore which are
Regulation (EC) other categories, Regulation (EC) not listed in the
No 1107/2009, and | and which are listed No 1107/2009. Annex to
which are listed in | in Parts A and B of Implementing
Part D of the the Annex to Regulation (EU)
Annex to Implementing No 540/2011
Implementing Regulation (EU) No
Regulation (EU) 540/2011
No 540/2011
(ii) Hazard weightings applicable to quantities of active substances placed on the market in
products authorised under Regulation (EC) No 1107/2009
(iii) 1 8 16 64

The baseline for harmonised risk indicator 1 shall be set at 100, and is equal to the
average result of the above calculation for the period 2011-2013.

The result of harmonised risk indicator 1 shall be expressed by reference to the
baseline.

The Commission shall calculate and publish the results of harmonised risk indicator
1 at Union level in accordance with Article 35(2) of this Regulation for each calendar
year and at the latest 20 months after the end of the year for which harmonised risk
indicator 1 is being calculated.

The Member States shall calculate and publish the results of harmonised risk
indicator 1 at national level in accordance with Article 35(3) of this Regulation for
each calendar year and at the latest 20 months after the end of the year for which
harmonised risk indicator 1 is being calculated.

SECTION 3

Harmonised risk indicator 2: harmonised risk indicator based on the number of

authorisations granted under Article 53 of Regulation (EC) No 1107/2009

This indicator shall be based on the number of authorisations granted for plant
protection products under Article 53 of Regulation (EC) No 1107/2009 as
communicated to the Commission in accordance with Article 53(1) of that
Regulation. Those data are categorised into 4 groups.

The following general rules shall apply for the calculation of harmonised risk
indicator 2:

(a) harmonised risk indicator 2 shall be based on the number of authorisations
granted under Article 53 of Regulation (EC) No 1107/2009, and it shall be






(b)

(©)

(d)

(e)

®

calculated on the basis of the categorisation of active substances into the 4 groups
set out in Table 2 of this Section;

the active substances in group 1 are listed in Part D of the Annex to
Implementing Regulation (EU) No 540/2011;

the active substances in group 2 are those listed in Parts A and B of the Annex
to Implementing Regulation (EU) No 540/2011;

the active substances in group 3 shall be those listed in Part E of the Annex to
Implementing Regulation (EU) No 540/2011;

the active substances in group 4 shall be those not approved under Regulation
(EC) No 1107/2009, and therefore not listed in the Annex to Implementing
Regulation (EU) No 540/2011;

The weightings in row (iii) in Table 2 of this Section shall apply.

Harmonised risk indicator 2 shall be calculated by multiplying the number of
authorisations granted for plant protection products under Article 53 of Regulation
(EC) No 1107/2009 for each group in Table 2 by the relevant hazard weighting set
out in row (iii), followed by the aggregation of the results of these calculations.

Table 2

Categorisation of active substances and hazard weightings for the purpose of calculating

harmonised risk indicator 2

Row Groups
1 2 3 4
(i) Low-risk active Active substances Active substances that are Active
substances which are | approved or deemed to | approved as candidates for substances
approved or deemed to be approved under substitution in accordance which are not
be approved under Regulation (EC) No with Article 24 of approved
Article 22 of 1107/2009, and not Regulation (EC) No under
Regulation (EC) No falling in other 1107/2009. Regulation
1107/2009, and which | categories, and which (EC) No
are listed in Part D of are listed in Parts A 1107/2009, and
the Annex to and B of the Annex to therefore
Implementing Implementing which are not
Regulation (EU) No Regulation (EU) No listed in the
540/2011 540/2011 Annex to
Implementing
Regulation
(EU) No
540/2011
(i) Hazard weightings applicable to quantities of active substances placed on the market in products

authorised under Regulation (EC) No 1107/2009

(iii)

1 8 16 64






4. The baseline for harmonised risk indicator 2 shall be set at 100, and is equal to the
average result of the above calculation for the period 2011-2013.

5. The result of harmonised risk indicator 2 shall be expressed by reference to the
baseline.
6. The Commission shall calculate and publish the results of harmonised risk indicator

2 at Union level in accordance with Article 35(2) of this Regulation for each calendar
year and at the latest 20 months after the end of the year for which harmonised risk
indicator 2 is being calculated.

7. The Member States shall calculate and publish the results of harmonised risk
indicator 2 at national level in accordance with Article 35(3) of this Regulation for
each calendar year and at the latest 20 months after the end of the year for which
harmonised risk indicator 2 is being calculated.

8. With effect from 1 January 2027, the methodology of HRI 2 will be replaced by the
methodology in section 4 below.

SECTION 4

Harmonised risk indicator 2 (a): Harmonised risk indicator based on the number of and
areas treated under authorisations granted under Article 53 of Regulation (EC) No
1107/2009

1. This indicator shall be based on the number of authorisations granted for plant
protection products under Article 53 of Regulation (EC) No 1107/2009, and the areas
treated under these authorisations, as communicated to the Commission in
accordance with Article 53(1) of that Regulation.

2. The following general rules shall apply for the calculation of harmonised risk
indicator 2 (a):

(a) harmonised risk indicator 2 (a) shall be based on the number of authorisations
granted under Article 53 of Regulation (EC) No 1107/2009 and the areas
treated under these authorisations. It shall be calculated on the basis of the
categorisation of active substances into the 4 groups set out in Table 3 of this
Section;

(b) the areas treated shall be in hectares;

(c) the active substances in group 1 (categories A and B) are listed in Part D of the
Annex to Implementing Regulation (EU) No 540/2011;

(d) the active substances in group 2 (categories C and D) are those listed in Parts A
and B of the Annex to Implementing Regulation (EU) No 540/2011;

(e) the active substances in group 3 (categories E and F) shall be those listed in
Part E of the Annex to Implementing Regulation (EU) No 540/2011;

(f) the active substances in group 4 (category G) shall be those not approved under
Regulation (EC) No 1107/2009, and therefore not listed in the Annex to
Implementing Regulation (EU) No 540/2011;

(g) The weightings in row (iii) in Table 3 of this Section shall apply.

3. Harmonised risk indicator 2 (a) shall be calculated by multiplying the number of
authorisations granted for plant protection products under Article 53 of Regulation





(EC) No 1107/2009 for each group in Table 3 by the relevant hazard weighting set
out in row (vi), and by the areas treated under these authorisations, followed by the
aggregation of the results of these calculations.

Table 3

Categorisation of active substances and hazard weightings for the purpose of calculating
harmonised risk indicator 2 (a)

Row Groups
1 2 3 4
@) Low-risk active Active substances Active substances Active substances
substances which | approved or deemed | that are approved as which are not
are approved or to be approved candidates for approved under
deemed to be under Regulation substitution in Regulation (EC)
approved under (EC) No 1107/2009, accordance with No 1107/2009, and
Article 22 of and not falling in Article 24 of therefore which are
Regulation (EC) other categories, Regulation (EC) not listed in the
No 1107/2009, and | and which are listed No 1107/2009. Annex to
which are listed in | in Parts A and B of Implementing
Part D of the the Annex to Regulation (EU)
Annex to Implementing No 540/2011
Implementing Regulation (EU) No
Regulation (EU) 540/2011
No 540/2011
(ii) Hazard weightings applicable to quantities of active substances placed on the market in
products authorised under Regulation (EC) No 1107/2009
(iii) 1 8 16 64
4. The baseline for harmonised risk indicator 2 (a) shall be set at 100, and is equal to
the average result of the above calculation for the period 2022-2024.
5. The result of harmonised risk indicator 2 (a) shall be expressed by reference to the
baseline.
6. The Commission shall calculate and publish the results of harmonised risk indicator

2 (a) at Union level in accordance with Article 35(2) of this Regulation. This shall be
done for the first time in 2027 using data from calendar years 2022 to 2025, and
subsequently for each calendar year, at the latest 20 months after the end of the year
for which harmonised risk indicator 2 (a) is being calculated.

7. The Member States shall calculate and publish the results of harmonised risk
indicator 2 (a) at national level in accordance with Article 35(3) of this Regulation.
This shall be done for the first time in 2027 using data from calendar years 2022 to
2025, and subsequently for each calendar year, at the latest 20 months after the end
of the year for which harmonised risk indicator 2 (a) is being calculated.
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CORRELATION TABLE REFERRED TO IN ARTICLE 43(2)

Directive 2009/128/EC This Regulation
Article 1 Article 1
Article 2 —
Article 3 Article 2
Article 4 Article 7
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_ Article 9
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Article 5 Article 20
Article 6 Article 19
Article 7 Article 21
Article 8 Article 24
— Article 25
— Article 26
— Article 27
— Article 28
— Article 29
Article 9 Article 16
Article 10 Article 22(3)(g)
Article 11 Article 15
Article 12 Article 14
Article 13 Article 17
Article 14 Article 11

Article 30






Article 31

Article 15 Article 32
Article 16 —
Article 17 Article 34
Article 18 —
Article 19 Article 35
Article 20 —
Article 21 Article 37
Article 22 —
Article 23 —
Article 24 Article 39
Article 25 -
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EXPLANATORY MEMORANDUM

CONTEXT OF THE PROPOSAL
Reasons for and objectives of the proposal

Pesticides' are mixtures of one or more formulated active substances and co-
formulants that are widely used to protect plants by repelling, mitigating or
destroying harmful organisms. They are mainly used in agriculture but also in
forestry and green urban areas and along transport networks such as roads and
railways. Since pesticides can have harmful effects on the environment and on human
health they are strictly regulated at EU level. For the purpose of this proposal, the
term ‘pesticides’ will be used synonymously with the term ‘plant-protection
products’.

The Sustainable Use of Pesticides Directive (SUD) was adopted in 2009 as one of the
follow-up actions of the Commission thematic strategy on the sustainable use of
pesticides®. Member States were required to bring into force the national provisions
transposing the SUD into their domestic law by 26 November 2011. The Commission
considered it appropriate to carry out an evaluation of the SUD that also considered
the problems identified with its implementation, enforcement and application in
Member States. This work was performed as a back-to-back assessment,
incorporating both an evaluation and an impact assessment. The Commission hoped
to use the assessment to help bring forward a new legislative proposal to revise the
SUD by Q1 2022 as stated in the farm-to-fork strategy’.

There are currently weaknesses in the implementation, application and enforcement
of the SUD*. These weaknesses have been highlighted by Commission audits and
fact-finding visits to Member States and implementation reports by:

(1) the Commission;

(i1)) the European Parliamentary Research Service study on the implementation of
the SUD; and

(ii1) a recent report of the European Court of Auditors on plant-protection products.
In addition, growing societal concerns about the use of pesticides can be seen
in the many petitions, European citizens’ initiatives, and European
Parliamentary questions on this issue.

The legal definition of pesticides laid down in Article 3(10) of the Sustainable Use Directive includes plant-
protection products and biocides, but since the scope of the Sustainable Use Directive was never extended to
biocides, this proposal is restricted to plant-protection products only.

Communication from the Commission to the Council, the European Parliament, the European Economic and Social
Committee and the Committee of the Regions, ‘A thematic strategy on the sustainable use of pesticides’,
COM(2006) 373 final, Document 52006DC0372, www.eur-lex.europa.eu.

Communication from the Commission to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions, ‘A Farm to Fork Strategy for a fair, healthy and environmentally-
friendly food system’, COM/2020/381 final.

Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a
framework for Community action to achieve the sustainable use of pesticides (OJ L 309, 24.11.2009, p. 71).






Feedback received during the public consultation on the Commission’s evaluation
roadmap and inception impact assessment pointed to serious deficiencies in the
implementation of the SUD in some Member States. This feedback also urged the
Commission to introduce stricter rules, for example in the form of a regulation at EU
level to increase coherence and introduce more effective policies in individual
Member States. The harmonisation of national pesticide-use policies could help
improve the functioning of the internal market and reduce trade distortions between
Member States.

As part of the European Green Deal’, the Commission’s farm-to-fork® strategy
highlights the need to transition to a fair, healthy and environmentally-friendly food
system. The farm-to-fork strategy also stresses the importance of improving the
position of farmers (who are key to managing this transition) in the value chain. It
proposes two specific targets to reduce the use of — and risk from — chemical
pesticides and more hazardous pesticides by 2030. EU regulation in this area is a
crucial tool to achieve the targets outlined in the farm-to-fork strategy and should
therefore be strengthened.

As explained in the accompanying impact assessment, and taking account of the
supporting evaluation, the proposal has the following four objectives.

° The first objective is to:

(i) reduce the use and risk of chemical pesticides, in particular those
containing more hazardous active substances;

(i1) increase the application and enforcement of integrated pest management
(IPM); and

(i) increase the use of less hazardous and non-chemical alternatives to
chemical pesticides for pest control.

° The second objective is to improve the availability of monitoring data,
including on:

(1) the application, use of, and risk from pesticides; and

(i) health and environmental monitoring. This will ensure a better
framework to measure progress.

° The third objective is to improve the implementation, application and
enforcement of legal provisions across all Member States to improve policy
effectiveness and efficiency.

Communication from the Commission to the European Parliament, the European Council, the Council, the
European Economic and Social Committee and the Committee of the Regions, ‘The European Green Deal’
COM/2019/640 final, EUR-Lex - 52019DC0640 - EN - EUR-Lex (europa.eu)

Communication from the Commission to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions, ‘A Farm to Fork Strategy for a fair, healthy and environmentally-
friendly food system’, COM/2020/381 final.






° The fourth objective is to promote the adoption of new technologies, such as
precision farming (including geospatial localisation techniques), with the aim
of reducing the overall use and risk of pesticides.

The recent evaluation of the SUD confirmed the long-standing difficulties identified
in its application, implementation and enforcement. Given these difficulties, this
proposal for a regulation on the sustainable use of plant-protection products (SUR)
aims to:

(1) replace the SUD in regulating the use of pesticides; and

(i) Dbetter align with the objectives of the European Green Deal and farm-to-fork
strategy.

This proposal aims to reduce the risks from — and impacts of — pesticide use on
human health and the environment by:

(i) achieving pesticide-reduction targets contained in the farm-to-fork strategy;
and

(1)) promoting the use of IPM and alternatives to chemical pesticides.

A regulation is appropriate to both ensure that the level of ambition in the farm-to-
fork strategy is met and remedy the problems identified with the implementation of
the SUD by providing clear and uniform rules.

Consistency with existing policy provisions in the policy area

The proposal is consistent with the European Green Deal’s objective that all EU
policies should contribute to preserving and restoring Europe’s natural capital. It is
also consistent with the aims of:

(1)  reducing the use of — and risk from — chemical pesticides; and
(i)  reducing the use of more hazardous

pesticides. These aims are present in the following

documents:

(1)  the farm-to-fork strategy;

(ii)  the biodiversity strategy’;

(iii) the zero-pollution® action plan; and

(iv) the soil strategy’.

Communication from the Commission to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions, ‘EU Biodiversity Strategy for 2030 Bringing nature back into our
lives’, COM/2020/380 final.

Communication from the Commission to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions, ‘Pathway to a Healthy Planet for All — EU action plan: Towards
Zero Pollution for Air, Water and Soil’, COM(2021) 400 final.

Communication from the Commission to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions, ‘EU Soil Strategy for 2030 — Reaping the benefits of healthy soils
for people, food, nature and climate’, COM(2021) 699 final.






This aim is also consistent with meeting the objectives of the EU pollinators
initiative'® and the EU chemicals strategy'' for sustainability.

The proposal is also consistent with European Commission targets to have at least
25% of the EU’s agricultural land under organic farming — and a significant increase
in organic aquaculture — by 2030. The proposal also complements other current
initiatives. For example, in February 2021, the Commission adopted a proposal for a
regulation on statistics on agricultural inputs and outputs of the agricultural sector'?.
This regulation would allow the Commission to publish more data on the sale and use
of pesticides broken down by individual active substances. As part of the farm-
to-fork action plan, the Commission has prepared four draft Regulations regarding
the data requirements, the approval criteria and evaluation principles for active
substances that are micro-organisms and the plant protection products containing
them with the objective of facilitating access to the market for alternative products to
chemical pesticides. These texts will be adopted and become applicable in the
autumn of 2022. On 10 February 2022 Member States endorsed four new legal acts
which will simplify the process of approval and authorisation of biological plant
protection products which contain micro-organisms. The objective is to provide
farmers with tools to substitute chemical plant protection products. By facilitating the
placing on the market of these biological plant protection products, farmers —
including those producing organic crops - will have more alternatives available for
sustainable crop protection.

The proposal is also relevant to the EU’s outermost regions, as listed in Article 349
of the Treaty on the Functioning of the European Union (TFEU), located in the
Atlantic, Caribbean and Indian Ocean. Due to permanent constraints such as their
remoteness to the EU continent, insularity and dependence on few products and high
exposure to climate change, they are entitled to specific measures to support their
socio-economic development. As also provided for in the EU biodiversity strategy
for 2030, a particular focus should be placed on protecting and restoring the
outermost regions’ ecosystems, given their exceptionally rich biodiversity value.

Consistency with other Union policies
Common agricultural policy (CAP)

Under the new CAP" (due to be implemented from 1 January 2023), Member States
will be helped to: (i) fund actions in line with the pesticide-reduction targets in the

EU Pollinators Initiative - Environment - European Commission (europa.eu).

Communication from the Commission to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions_‘Chemicals Strategy for Sustainability — Towards a Toxic-Free
Environment’, COM/2020/667 final.

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on statistics on
agricultural input and output and repealing Regulations (EC) No 1165/2008, (EC) No 543/2009, (EC) No
1185/2009 and Council Directive 96/16/EC, COM/2021/37 final.

Regulation (EU) 2021/2115 of the European Parliament and of the Council of 2 December 202 1establishing rules
on support for strategic plans to be drawn up by Member States under the common agricultural policy (CAP
Strategic Plans) and financed by the European Agricultural Guarantee Fund (EAGF) and by the European
Agricultural Fund for Rural Development (EAFRD) and repealing Regulations (EU) No 1305/2013 and (EU) No
1307/2013 (OJ L 435, 6.12.2021, p. 1).






farm-to-fork strategy; and (ii) promote sustainable farming practices. The relevant
elements of the current SUD are already included in the system of conditionality
under the CAP. The new CAP also includes various instruments to promote precision
farming. Member States can use eco-schemes and environmental, climate and other
management commitments to support the implementation of precision farming
practices. Furthermore, the CAP includes the possibility to fund investments, for
instance in machinery equipment, and risk management tools as well as technical
knowledge building support such as training, advice, cooperation and knowledge
exchange. More specifically, through the CAP’s farm advisory services, Member
States should offer advice to farmers on the sustainable use of pesticides, innovation,
digital technologies, and sustainable management of nutrients. Capacity building for
the uptake and effective deployment of digital technologies by farmers can also be
reinforced through the support to cooperation and the European Innovation
Partnership for Agricultural Productivity and Sustainability (EIP-AGRI). In addition,
in their CAP strategic plans, Member States should explain how they will use CAP
instruments to meet relevant needs and objectives.

Environmental and chemicals policy

This proposal interacts with a number of environmental policies and legislative acts,
for example:

(i)  planned nature-restoration targets'®;

(ii) the pollinators initiative'> to address the decline of pollinators in the EU and
contribute to global conservation efforts;

(ii1) the lists of pollutants and regulatory standards in the Environmental Quality
Standards Directive', the Groundwater Directive'’ and the Drinking Water
Directive'®.

It is key to delivering on the objectives set out in the EU water laws including the
Water Framework Directive. It also links with the nature conservation requirements
in the Habitats and Birds Directives.

Initiative for a Sustainable Union Food System

This proposal is complementary to the planned legislative initiative on a sustainable
food system framework, which aims to promote policy coherence at EU and national
level, mainstream sustainability in all food-related policies and strengthen the
resilience of the Union food system. This planned initiative is based on a horizontal

EU nature restoration targets (europa.eu).

EU Pollinators Initiative - Environment - European Commission_(europa.eu).

Directive 2013/39/EU of the European Parliament and of the Council of 12 August 2013 amending Directives
2000/60/EC and 2008/105/EC as regards priority substances in the field of water policy.

Directive 2008/105/EC of the European Parliament and of the Council of 16 December 2008 on environmental
quality standards in the field of water policy, amending and subsequently repealing Council Directives
82/176/EEC, 83/513/EEC, 84/156/EEC, 84/491/EEC, 86/280/EEC and amending Directive 2000/60/EC of the
European Parliament and of the Council, OJ L 348, 24.12.2008, p. 84-97.

Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000 establishing a framework
for Community action in the field of water policy, OJ L 327, 22.12.2000, p. 1.






approach that will introduce sustainability-related objectives, common definitions,
general principles as well as requirements for a Union sustainable food system, while
addressing the responsibilities of all actors in the food system. Combined with
labelling on the sustainability performance of food products and with targeted
incentives, the framework will allow operators to benefit from sustainable practices
and ensure that food in the EU market and food-related operations increasingly
become sustainable. The provisions of this regulation will act as lex specialis in
relation to the requirements set out by the planned initiative to the extent that the
provisions of this regulation include more specific provisions with the same
objective, nature and effect compared with those to be laid down in the planned
initiative.

LEGAL BASIS, SUBSIDIARITY AND PROPORTIONALITY
Legal basis

The legal basis for action in this area is Article 192(1) of the TFEU, which empowers
the European Union to take action to preserve, protect and improve the quality of the
environment and to protect human health. EU action in this area is justified by the
environmental and public health issues at stake.

Subsidiarity

The SUD created a framework to achieve the sustainable use of pesticides.
Continued inconsistency in the measures taken in Member States combined with
varying/incomplete implementation of the SUD (as outlined in the evaluation
accompanying this proposal) would lead to different levels of protection of health
and the environment. This would also lead to diverging conditions for the main users
of pesticides, contrary to the objectives of the Treaties'”. The threat to biodiversity
and ecosystems linked to the use of pesticides crosses borders and requires strong
action at EU level. A level playing field across the internal market is being hampered
by current variations in the levels of action taken in different Member States.

Coordinated EU action can effectively supplement and strengthen national and local
actions on the sustainable use of pesticides. The EU also possesses other key
instruments in agricultural and food policies which have synergies with the measures
set out in the proposal. Combined with incentives and possible mitigation measures,
it is expected that stronger action at EU level on pesticides (including in association
with related policies such as the CAP) can:

(1)  help to reduce current variations in national approaches; and
(i) contribute to a more homogenous approach in the future.

These objectives cannot be set by the Member States acting on their own: the scale of
the action required means that these objectives can be better achieved at EU level.
Uniform EU action is therefore justified and necessary.

Proposal for a Directive of the European Parliament and of the Council establishing a framework for Community
action to achieve a sustainable use of pesticides, COM(2006) 373 final, p. 8.





Proportionality

This proposal complies with the proportionality principle because it does not go
beyond what is necessary to ensure:

(i)  an appropriate level of ambition; and
(i) improved policy efficiency and effectiveness.

It achieves this by taking into account the findings of the evaluation accompanying
this proposal. The proposal provides for both improved data, and better
monitoring/implementation of measures to reduce the use of — and risk from —
pesticides.

On Member State targets, this proposal avoids fixing uniform mandatory targets for
Member States. This is because the current baseline of pesticide use varies widely
between Member States. The proportionality of the target-setting process has been
ensured by providing for a legislative formula that allows differences in progress
between Member States to be taken into account.

Choice of the instrument

The available evidence on deficiencies in implementing the SUD in Member States
shows that the previous approach of leaving the detailed rules to national
transposition under a Directive has not worked to the extent envisaged by the original
SUD proposal. The findings of the SUD evaluation confirm the divergent and uneven
implementation, application and enforcement of the SUD across Member States.
These findings were confirmed by a Commission compliance-monitoring index
described in the evaluation. The European Court of Auditors also found that there
was a need for clearer criteria and more specific requirements on IPM to help ensure
enforcement and assess compliance’”®. Because there are so many complex
agricultural variables in pest management, rules that are clear and uniform should
simplify compliance and improve enforcement. The consistent application of the
policy across Member States is better achieved by means of a regulation, as opposed
to a directive. In addition, a regulation would facilitate a more level playing field
among pesticide users, as different rules on pesticide use across Member States tend
to create unfair competition and undermine the proper functioning of the single
market.

RESULTS OF EX-POST EVALUATIONS, STAKEHOLDER
CONSULTATIONS AND IMPACT ASSESSMENTS

Ex-post evaluations/fitness checks of existing legislation

The evaluation accompanying this proposal found that the internal and external
coherence of the SUD with other EU policies and instruments is generally strong,
with no major inconsistencies or overlaps. The objectives of the SUD were, and still
are, highly relevant to address the risks that pesticide use poses to the environment
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and human health. However, the SUD has only been moderately effective.
Weaknesses identified by the Commission and others concern the implementation
and enforcement of IPM, and the limited effectiveness of Member State national
action plans (NAPs). Many Member States do not set quantitative targets or
indicators in their NAPs to promote the sustainable use of pesticides or better protect
human health and the environment. There is also no effective monitoring system,
which has resulted in limited data on the use of pesticides. This has made it difficult
to reach a conclusion on the extent to which the SUD has protected human health and
the environment from the adverse effects of pesticides. Previously introduced
measures under the CAP were not able to incentivise farmers to achieve the more
sustainable use of pesticides.

The Commission’s Regulatory Scrutiny Board (RSB) gave a negative opinion on the
Commission’s draft impact assessment for this proposal on 26 November 2021. The
draft impact assessment was in the form of a staftf working document. The RSB
requested that the document be revised to:

(1)  be clearer on the available data and evidence for the initiative;

(i) provide a more robust analysis or narrative for the pesticide-use and risk-
reduction targets;

(iii) be clearer on the availability and affordability of precision-farming techniques
and less hazardous alternatives to chemical pesticides; and

(iv) identify and better analyse the impacts and trade-offs of the initiative for the
environment, health and the economy.

The RSB gave a second opinion — this time positive with reservations — on 26
January 2022 on the revised impact assessment staff working document. After this
second opinion, the document was further amended to address the RSB’s reservations
so that the document would:

e  explain clearly both the lack of evidence on pesticide sales and use and the
corresponding limitations this lack of evidence places for the problem
definition, option formulation and impact analysis;

° better justify the choice for the twin 50% binding reduction targets and how
they relate to each other;

° specify the level of progress necessary in individual Member States for them to
be compliant with the twin binding EU reduction targets, and specify how this
will be measured, allocated, or result in a fair burden sharing;

° clarify the flanking initiatives included in the baseline for the impact
assessment; and

° set out a more credible basis and timeframe for the future evaluation of the
Initiative.
The final impact assessment was produced in the form of a Commission staff

working document and has been revised in line with these RSB opinions, comments
and points for improvement.

Stakeholder consultations

A combined evaluation roadmap and inception impact assessment on this proposal
was published and made open for public feedback from 29 May to 7 August 2020. In





total, 360 responses were received. The public consultation ran from 18 January to
12 April 2021 and received a total of 1 699 responses. The feedback received
represented a wide spectrum of views, as outlined in the synopsis report that
summarised the stakeholder consultation (this synopsis report is annexed to the
impact assessment accompanying this proposal). Professional users of pesticides
emphasised the need to protect crop yield and crop quality. Other stakeholders
emphasised the need to promote IPM, increase the availability of alternatives to
chemical pesticides, and better assess the health and environmental impacts of using
chemical pesticides. The Commission organised remote stakeholder events on this
initiative on 19 January, 25 June and 5 October 2021. A number of issues emerged at
these stakeholder events, including:

(1) concerns from pesticide users about the possibility of fewer pesticides being
available on the market;

(i) the limited financial support under the CAP for implementing IPM;
(iii) the need to protect farmers’ incomes;

(iv) promoting the role of new technologies;

(v) protecting human health and the environment; and

(vi) whether to continue a prohibition on aerial spraying of pesticides. NGOs
stressed the importance of achieving the European Green Deal’s ambitions and
related targets. Another issue emphasised at the stakeholder events was the
need to improve implementation of the NAPs.

Targeted surveys, workshops and case-studies were also carried out in:

(1) a Commission-contracted external study supporting the evaluation and impact
assessment; and

(1) a supplementary foresight study on future vision scenarios on the sustainable
use of pesticides.

Details of the stakeholder consultations have been published on the Commission’s
website’' and the Better Regulation Portal”. Stakeholders who were involved and
contributed to these consultation activities included:

(1) farmers and contractors applying pesticides;
(1) non-agricultural users of pesticides;
(i11) health and environmental NGOs;

(iv) professional associations representing industry and economic actors in relevant
sectors (e.g. beekeepers, the chemical industry, the pesticide-application
equipment industry, the seed industry etc.);

(v) consumer associations;
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(vi) the general public;
(vil) EU and non-EU national and regional competent authorities; and
(viii) scientific experts.

Responses to the different activities showed that stakeholder views were largely
divided into two broad points of view. The first group was of the view that pesticide
use should be reduced in line with risk reduction in a manner which works with users
of plant-protection products. The second group was of the view that pesticide use
should be reduced significantly if not completely. The proposal has been developed
as a proportionate and realistic — yet still ambitious — approach to addressing societal
concerns around the use and risk of pesticides. It is an approach that:

(1)  still allows pesticides to be used when necessary and appropriate and in a safe
manner; and

(1)) promotes training and advisory systems for alternative pest-control techniques
and the better implementation of IPM.

As described in the impact assessment, a number of policy options were discarded
based on stakeholder feedback. The level of ambition of the finally selected policy
options also took into account the feedback received from stakeholders.

Collection and use of expertise

The initiative was supported by two Commission-contracted external studies, which
included an in-depth literature review, workshops, case-studies, and surveys.

The impact assessment also drew on additional information from a number of other
studies that used economic modelling to estimate the potential impact of achieving
the targets in the farm-to-fork strategy, including the targets for pesticide use and risk
reduction.

Impact assessment

The executive summary sheet for the impact assessment is available here. The
positive opinion of the RSB is available here.

The proposal’s aim of reducing the use of — and risk from pesticides — to protect
health, biodiversity and the environment is relevant to the Commission’s ambition to
deliver on the UN sustainable development goals. In particular, it is relevant to goals
3 (health and wellbeing), 6 (clean water), 8 (decent work and economic growth), 11
(sustainable cities), 12 (sustainable consumption and production), 14 (life below
water) and 15 (life on land).

In line with the objectives of the European Green Deal, the proposal also complies
with the ‘do no significant harm’ principle. According to this principle, activities
should not do significant harm to any of the six environmental objectives, within the
meaning of Article 17 in accordance with Article 9 of the Taxonomy Regulation®.

Regulation (EU) 2020/852 of the European Parliament and of the Council of 18 June 2020 on the establishment of
a framework to facilitate sustainable investment, and amending Regulation (EU) 2019/2088, OJ L 198, 22.6.2020,
p- 13.





The six objectives are: climate-change mitigation; climate-change adaptation;
sustainable use and protection of water and marine resources; transition to a circular
economy; pollution prevention and control; and protection and restoration of
biodiversity and ecosystems.

The following main policy options were assessed against a likely baseline scenario
where the SUD remains unchanged.

Option 1: The EU targets to reduce pesticide use by 50% and reduce pesticide risks
by 50% to be achieved by 2030 remain non-legally binding. Advisory systems and
guidance for pesticide users would be improved. Precision-farming techniques would
be promoted to cut the use of — and risk from — chemical pesticides.

Option 2: The 50% reduction targets would become legally binding at EU level.
Member States would set their own national reduction targets using established
criteria. These national targets would then be legally binding (under national law)
and subject to governance mechanisms linked to regular annual reporting by Member
States. The use of more hazardous pesticides would be prohibited in sensitive areas
such as urban green areas. Professional pesticide users would need to keep electronic
records on pesticide use and on IPM to help reduce pesticide use. National authorities
would collect and analyse those records to monitor progress and devise corrective
measures at national level if necessary. Independent advisory services would advise
pesticide users on alternative techniques and IPM.

Option 3 would be similar to option 2. However, under option 3, the 50% reduction
targets would become legally binding at both EU and national level. The use of all
chemical pesticides would be prohibited in sensitive areas such as urban areas and
protected areas in accordance with Directive 2000/60/EC, Natura 2000 areas etc.

The preferred option is option 3, except for the targets, where option 2 is preferred.
In this case, the targets to reduce both pesticide use and pesticide risk by 50% would
become legally binding at EU level, with Member States setting their own national
reduction targets under national law. The options have been assessed against a likely
baseline scenario where the SUD remains unchanged.

The preferred option is consistent with the ambitions of the European Green Deal, the
farm-to-fork strategy, the biodiversity strategy, and the zero-pollution action plan.
This preferred option will provide a range of benefits to society, biodiversity and
ecosystems by reducing risks to human health and the environment from pesticide
use. Protecting biodiversity will also help to reduce CO, emissions. This is consistent
with the EU-wide 2050 carbon-neutrality objective and the intermediate target to
reduce emissions by 55% by 2030, set out in Articles 2(1) and 4(1) of the European
Climate Law**. Under this preferred option, pesticide users will be better informed
about effective alternatives to chemical pesticides, enabling them to reduce their
pesticide use and related expenses, while still producing food products that are
competitive on the market. Thanks to more detailed data on pesticide use and IPM

Regulation (EU) 2021/1119 of the European Parliament and of the Council of 30 June 2021 establishing the





framework for achieving climate neutrality and amending Regulations (EC) No 401/2009 and (EU) 2018/1999
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under this preferred option, Member State authorities can ensure that national
measures benefit farmers, the public, other stakeholders and the environment as
much as possible. The preferred option also ensures that Member State actions would
be more transparent and clear.

Under this preferred option, production costs per unit will increase due to:
(1)  stricter and more detailed reporting requirements;
(i) the expected reduction of yields due to lower pesticide use; and

(i11)) the inclusion of an additional cost layer for those professional pesticide users
not currently using advisers.

EU consumers could see increasing food prices, which might lead to increased
imports from non-EU countries with less strict regulation of pesticide use. Potential
off-setting and mitigation measures would also be needed to counter any undesired
negative consequences for such non-EU countries, especially developing countries.
Such EU measures could support the FAO’s work to:

(1) reduce the risk from pesticides through a sound lifecycle-management
approach;

(i) help governments and stakeholders in the developing world to adopt
ecosystem-based practices; and

(iii)  improve the management of pesticides in agriculture
globally. The SME:s affected will include:

(1) farmers and other SMEs using and selling pesticides and pesticide-application
equipment;

(i) handlers of agricultural produce and pesticides;
(i11) food processors and intermediaries;

(iv) agricultural contractors; and

(v) agricultural advisers.

Different costs and benefits will accrue to SMEs under the preferred policy option.
Member States may apply incentives or mitigation, including under the CAP, to
address some of the option’s impacts. Furthermore, more consistent and uniform
application of the rules on pesticide use will reduce market distortions between
pesticide users across Member States, which currently apply the existing rules to
varying degrees.

There will be control and administration costs for Member States in implementing
and enforcing the updated rules and in collecting and analysing the relevant
monitoring data. This is especially true for any initial set-up costs to introduce a data
collection system.

Any economic impacts from meeting the pesticide targets will occur along the food
value chain, potentially increasing consumer food prices, unless farmers are
compensated for any extra costs they incur.

Regulatory fitness and simplification

In line with the Commission commitment to better regulation, the proposal has been
prepared inclusively, based on transparency and continuous engagement with





stakeholders. The evaluation did not identify possible legislative simplifications or
reductions of regulatory burden that would make it easier to achieve the objectives of
sustainable pesticide use. Micro-enterprises are not exempted from this proposal
given the importance of uniform implementation of measures to reduce both the use
of pesticides and the risk they pose to human health and the environment.

This proposal is in line with a digital-ready policy by promoting electronic record-
keeping and online publication of trends in progress towards meeting:

(1) pesticide-reduction targets;

(1)) implementation of NAPs;

(i11) annual progress and implementation reports;
(iv) Commission recommendations; and

(v) Member State responses.

Relevant provisions for cost-efficient, user-centric and interoperable digital services
will be considered in implementing rules for the electronic registers that will be
created as a result of the proposal.

Fundamental rights

The proposal respects fundamental rights and observes the principles recognised by
the Charter of Fundamental Rights of the European Union®. In particular, it
contributes to the objective of a high level of environmental protection in accordance
with the principle of sustainable development as laid down in Article 37 of the
Charter of Fundamental Rights of the European Union. Better policy enforcement to
reduce the risk of pesticide use and protect health could also contribute to the
fundamental right of ‘fair and just working conditions’ (Article 31, Charter of
Fundamental Rights of the EU). In particular, it could contribute to the right to
working conditions that respect workers’ health, safety and dignity.

BUDGETARY IMPLICATIONS
This proposal does not have an impact on the EU budget.

OTHER ELEMENTS
Implementation plans and monitoring, evaluation and reporting arrangements

The existing indicator to measure the achievement of the two pesticide targets in the
farm-to-fork strategy will form the basis of the annual central monitoring of progress
towards these targets at EU and Member-State levels. It should be noted that data
indicating whether the 2030 targets on reducing the use and risk of pesticides have
been achieved will likely only become available in 2032.

Member States will need to monitor:
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° the set-up and use of independent advisory services;

° the implementation of IPM rules at farm level through the IPM register;

° the inspection of pesticide-application equipment through specific registers;
° the training of professional pesticide users, distributors and advisers;

° the use of pesticides through an electronic register.

Member States will report information gathered through this monitoring annually to
the Commission. The Commission will assess the information and supplement it with
its own audits.

To supplement this annual monitoring, the Commission proposes that it formally
evaluates this initiative at the earliest 7 years after the planned legal proposal
becomes applicable.

Moreover, the monitoring data as described here and in the accompanying impact
assessment can also be used directly to monitor the overall policy objectives set out
under the European Green Deal and the 8th Environment Action Programme,
including: the farm-to-fork strategy; the biodiversity strategy; and the zero-pollution
monitoring and outlook.

Detailed explanation of the specific provisions of the proposal
Chapter 1 sets out the subject matter and definitions.

Chapter 2 sets out the EU’s targets to reduce the use of — and risk from — pesticides
by 50% in line with the farm—to-fork strategy and to which Member States shall
(collectively) contribute. It provides that Member State should adopt targets binding
under their national law that may deviate from the 50% level of EU targets within the
parameters of a binding formula. This formula permits Member States to take
account of historical progress in setting national targets. Provision is made for the
Commission to issue recommendations to set increasing targets in certain cases and
to publish trends towards meeting the EU’s 2030 reduction targets.

Chapter 3 describes what NAPs should contain as well as the requirements for:
(i)  public consultation on these NAPs; and
(i) these NAPs to be coherent with CAP strategic plans.

This chapter also sets out the details to be included on indicative targets for
alternatives to chemical pesticides. It provides for:

(i) Member States to include in annual progress and implementation reports their
trends on progress to meeting the two targets as well as other quantitative data;
and

(i) the Commission to analyse these reports and make recommendations.

Chapter 4 sets out the requirements for professional users in IPM in cases where
crop-specific rules have or have not been adopted by Member States. It requires
record-keeping by professional users on IPM and the use of independent advisers. It
also sets out general requirements for the use of pesticides and application
equipment. In addition, it contains provisions on:

(1) the use of pesticides in sensitive areas;

(i1) the protection of the aquatic environment and drinking water;





(i11) aerial application;
(iv) storage, disposal and handling; and
(v) advice on the use of pesticides.

Chapter 5 sets out requirements for the sale of plant protection products. It requires
professional users, distributors and advisers to hold a certificate of training in certain
circumstances. It also sets out the type of information on pesticides that must be
provided to purchasers at the time of sale.

Chapter 6 requires Member States to set up a system for the training and certification
of professional users, advisers and distributors. It provides for the creation of an
independent advisory system. It requires Member States to raise awareness of
pesticide issues and publish key information online. It also requires Member States to
gather information on acute and chronic poisoning incidents due to pesticides.

Chapter 7 relates to pesticide application equipment. It lays down requirements for
the inspection of application equipment in professional use. It provides for an
electronic register(s) to record information on all application equipment in
professional use. It sets out notification requirements for transfer of ownership or
removal from use. It requires inspections at three year intervals, with the possibility
of derogating from those inspection requirements for certain application equipment.

Chapter 8 provides for the adoption and oversight of crop-specific rules for [IPM that
must be followed by professional users. It provides for the creation of an electronic
IPM register. It sets out the methodology for calculating harmonised risk indicators
and for calculating progress towards the 2030 reduction targets.

Chapter 9 sets out administrative and financial provisions for:

(1) notifying the relevant competent authorities to the Commission;
(1) penalties; and

(i) fees and charges.

Chapter 10 provides the conditions for the adoption of delegated and implementing
acts under the SUR.

Chapter 11 repeals the SUD and provides for the entry into force and into application
of the SUR.





Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on the sustainable use of plant protection products

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular
Article 192(1) thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee' ,
Having regard to the opinion of the Committee of the Regions?,

Acting in accordance with the ordinary legislative procedure,

Whereas:

(1)  The Treaty requires a high level of protection of human health and of the environment
to be ensured in the definition and the implementation of all Union policies and
activities and provides that Union policy on the environment is to aim at a high level
of protection.

(2)  Directive 2009/128/EC of the European Parliament and of the Council® established a
framework to achieve a sustainable use of pesticides by reducing the risks and impacts
of the use of pesticides on human health and the environment. The evaluation® of that
Directive found that it has not achieved its overall objectives and that the Member
States did not implement it in a satisfactory manner. This conclusion was confirmed in

reports from the Commission to the European Parliament and Council in 2017° and
2020°.
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3 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing
a framework for Community action to achieve the sustainable use of pesticides (OJ L 309, 24.11.2009,
p. 71).

[Reference to be inserted.]

Report from the Commission to the European Parliament and the Council on Member State National
Action Plans and on progress in the implementation of Directive 2009/128/EC on the sustainable use of
pesticides COM(2017)587 final.

Report from the Commission to the European Parliament and the Council on the experience gained by
Member States on the implementation of national targets established in their National Action Plans and
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The European Parliament resolution of 12 February 2019 on the implementation of
Directive 2009/128/EC on the sustainable use of pesticides’ noted that the Union must
act without delay to transition to a more sustainable use of pesticides and called on the
Commission to propose an ambitious Union-wide binding target for the reduction of
pesticide use. The European Parliament re-affirmed its call for binding reduction
targets in its resolution of 20 October 2021 on a Farm to Fork Strategy for a fair,
healthy and environmentally-friendly food system®.

In 2018, a study’ by the European Parliament Research Service (EPRS) found progress
in many Member States but a limited overall achievement of the objectives of
Directive 2009/128/EC. A 2020 special report' from the European Court of Auditors
(ECA) on the sustainable use of plant protection products found that there is limited
progress in measuring and reducing the risks of plant protection product use and
identified weaknesses in the current Union framework. As noted in its information
report in relation to evaluation of Directive 2009/128/EC'!, the European Economic
and Social Committee also considers it essential to reassess the requirements, targets,
conditions and timetables set under national action plans.

In order to ensure full attainment of the objectives of the Union legal framework on
sustainable use of plant protection products, it needs to be adapted by laying down
clearer and directly applicable rules for operators. In addition, a number of rules
should be clarified, including the rules on the application of integrated pest
management, restrictions of use of plant protection products and the inspections of
equipment used to apply plant protection products. It is therefore appropriate to repeal
Directive 2009/128/EC and replace it with a regulation.

The rules concerning biocidal products are laid down in Regulation (EU) No 528/2012
of the European Parliament and of the Council?, and an evaluation of that Regulation
is planned. It is therefore not appropriate to introduce new rules on the use of biocidal
products in this Regulation.

The Commission Communication entitled ‘the European Green Deal’" set out a
roadmap of key measures, including legislative, to significantly reduce the use and risk

on progress in the implementation of Directive 2009/128/EC on the sustainable use of pesticides
COM(2020) 204 final.

P8 TA(2019)0082, 12 February 2019.

P9 _TA(2021)0425, 20 October 2021.

European Parliamentary Research Service, Directive 2009/128/EC on the sustainable use of pesticides —
European Implementation Assessment, October 2018.

Sustainable use of plant protection products: limited progress in measuring and reducing risks, Special
Report European Court of Auditors, ISBN:978-92-847-4206-6, Publications Office of the European
Union, Luxemburg, 2020.

European Economic and Social Committee, Evaluation on Directive on the Sustainable Use of
Pesticides (Information report), adopted on 27 April 2021.

Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012
concerning the making available on the market and use of biocidal products (OJ L 167, 27.6.2012, p. 1).
Communication from the Commission to the European Parliament, the European Council, the Council,
the European Economic and Social Committee and the Committee of the Regions The European Green
Deal COM/2019/640 final.
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of chemical pesticides. In the Farm to Fork Strategy'!, EU Biodiversity Strategy for
2030" and the Zero Pollution Action Plan'®, the Commission committed to take action
to reduce by 50% the overall use and risk from chemical pesticides by 2030 and
reduce by 50% the use of more hazardous pesticides (plant protection products
containing active substances that are candidates for substitution under Regulation (EC)
No 1107/2009 of the European Parliament and of the Council'’) by 2030. The
sustainable use of plant protection products is also complementary to the promotion of
organic farming and achieving the Farm to Fork Strategy target of at least 25% of the
Union’s agricultural land under organic farming by 2030.

In its conclusions of 19 October 2020", the Council of the European Union, when
taking note of the Commission’s reduction targets for the use of pesticides set out in
the Farm to Fork Strategy, pointed out that achieving those targets will require efforts
from Member States and all stakeholders and intensive co-operation, consultation and
collaboration. The Council also requested the Commission to ensure that these targets
are Union targets to which all Member States must contribute through action at
national level. The Council conclusions request such targets to be set taking into
account achievements to date, as well as Member States' different starting points,
circumstances and conditions.

Biological control agents are a sustainable control alternative to the use of chemical
products for the control of harmful organisms. As noted in Council Decision (EU)
2021/1102", biological control agents have a growing importance in sustainable
agriculture and forestry and have an instrumental role to play in the success of
integrated pest management and organic farming. Access to biological controls
facilitates moving away from chemical plant protection products. It is appropriate to
encourage farmers to switch to low input agricultural methods including organic
farming. It is therefore appropriate to define the concept of biological control as a
basis for Member States to set indicative targets to increase the percentage of crops on
which biological control agents are used.

Communication from the Commission to the European Parliament, the Council, the European
Economic and Social Committee and the Committee of the Regions A Farm to Fork Strategy for a fair,
healthy and environmentally-friendly food system, COM/2020/381 final.

Communication from the Commission to the European Parliament the Council, the European Economic
and Social Committee and the Committee of the Regions, EU Biodiversity Strategy for 2030 Bringing
nature back into our lives, COM/2020/380 final.

Communication from the Commission to the European Parliament, the Council, the European
Economic and Social Committee and the Committee of the Regions, Pathway to a Healthy Planet for
All EU Action Plan: 'Towards Zero Pollution for Air, Water and Soil', COM(2021) 400 final.

Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repealing Council Directives
79/117/EEC and 91/414/EEC (OJ L 309, 24.11.2009, p. 1).

Brussels, 19 October 2020, 12099/20.

Council Decision (EU) 2021/1102 of 28 June 2021 requesting the Commission to submit a study on the
Union’s situation and options regarding the introduction, evaluation, production, marketing and use of
invertebrate biological control agents within the territory of the Union and a proposal, if appropriate in
view of the outcomes of the study (OJ L 238, 6.7.2021, p. 81).
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The objective of the Farm to Fork Strategy is to make substantial progress in the
reduction of the use of chemical plant protection products in an economically viable
way. In order to achieve that aim, it is necessary to set quantified targets at Union and
Member State levels for the reduction in the use and risk of chemical plant protection
products and the use of more hazardous plant protection products. Those targets should
enable each Member State to monitor its progress towards the sustainable use of plant
protection products. National targets should be established by national law in order to
ensure adequate progress and accountability in relation to them. These binding
national targets should also be achieved by Member States by 2030. Due to the time
period required for reporting of Member State sales data for the purposes of
calculations in accordance with Annex I, the progress calculated in 2030 will be based
on data from 2028.

Given the different levels of historical progress, it is necessary to allow Member States
flexibility to set their own binding national targets (“national 2030 reduction targets”).
However, in order to ensure a collective effort towards the achievement of Union-wide
targets and an adequate level of ambition, minimum limits should be laid down for
national 2030 reduction targets. In order to give recognition to past efforts by Member
States, they should be allowed to take into account historical progress prior to the
adoption of the Farm to Fork Strategy when setting national 2030 reduction targets.
Conversely, where Member States have increased, or made limited reductions in, their
use and risk of plant protection products, they should now make a greater contribution
to the achievement of the Union 2030 reduction targets. In the interests of
transparency, Member State responses to any Commission recommendations in
relation to the level of ambition of national targets and the annual progress made
towards them should be publicly accessible.

Member States should draft and publish national action plans. In order for the Member
State national action plans to be effective, they should contain quantitative objectives,
references to binding national 2030 reduction targets as set out in national law,
together with related indicative targets set out in the national action plans, measures,
timetables and indicators to reduce risks and impacts of pesticide use on human health
and the environment. This will allow for a structured approach to the setting of
quantitative objectives and targets, with a clear link to the national 2030 reduction
targets. In order to monitor compliance with the provisions of this Regulation, Member
States should also be required to report annually on targets and precise quantitative
data relating to compliance with provisions on use, training, application equipment and
integrated pest management.

In order to achieve the Union-wide reduction targets referred to in recital 7 (‘Union
2030 reduction targets’) as well as national 2030 reduction targets, it is necessary to
increase the availability and use of biological control and other non-chemical
alternatives. Availability of these alternatives will incentivise the adoption of low
pesticide-input pest management practices such as organic farming.

The implementation of policies and measures in the areas of sustainable use of plant
protection products has an impact on the environment. Member States should therefore
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ensure that the public is given sufficient opportunities to participate in and to be
consulted on the preparation of Member State national action plans in accordance,
where applicable, with Directive 2001/42/EC of the European Parliament and of the
Council®.

In order to ensure consistency and complementarity with related legislation, Member
State national action plans should take into account Directive 2009/147/EC of the
European Parliament and of the Council®', Council Directive 92/43/EEC?*?, Directive
2000/60/EC of the European Parliament and of the Council”, Council Directive
91/676/EEC*, Directive 2008/50/EC of the European Parliament and of the Council®,
Directive (EU) 2016/2284 of the European Parliament and of the Council®* and
Regulation xxx/xxx on nature restoration [reference to adopted act to be inserted] and
should be consistent with the Common Agricultural Policy (“CAP”) Strategic Plans
drawn-up in accordance with Regulation (EU) 2021/2115 of the European Parliament
and of the Council®’.

Economic instruments, including those under the CAP that provide support to farmers,
can play a crucial role in the achievement of objectives relating to the sustainable use
of plant protection products and, in particular, reducing the use of chemical plant
protection products. Member States have to show in their national CAP Strategic Plans
that their implementation of the CAP contributes to and supports other relevant Union
legislation and their objectives, including objectives under this Regulation.

For the sake of transparency and in order to encourage greater progress, it is necessary
to measure the progress made by Member States in relation to the achievement of the
national 2030 reduction targets and other national indicative reduction targets. This
should be done on an annual basis by means of annual progress and implementation
reports. In order to monitor the level of compliance with this Regulation in a
streamlined, easily comparable manner, Member States should also include
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quantitative data in relation to the implementation of this Regulation as regards use,
training, application equipment and integrated pest management. In order for the
Commission to encourage progress towards achieving national 2030 reduction targets
and other national indicative reduction targets, including any measures in support of
such achievement, the Commission should analyse such progress and measures every
2 years.

An approach to pest control that follows integrated pest management in ensuring
careful consideration of all available means that discourage the development of
populations of harmful organisms, while keeping the use of chemical plant protection
products to levels that are economically and ecologically justified and minimising
risks to human health and the environment is necessary for the protection of human
health and the environment. ‘Integrated pest management’ emphasises the growth of a
healthy crop with the least possible disruption to agro-ecosystems, encourages natural
pest control mechanisms and uses chemical control only when all other control means
are exhausted. To ensure that integrated pest management is implemented consistently
on the ground, it is necessary to lay down clear rules in this Regulation. In order to
comply with the obligation to follow integrated pest management, a professional user
should consider and implement all methods and practices that avoid the use of plant
protection products. Chemical plant protection products should only be used when all
other control means have been exhausted. In order to ensure and monitor compliance
with this requirement, it is important that professional users keep a record of the
reasons why they apply plant protection products or the reasons for any other action
taken in line with integrated pest management and of advice received in support of
their implementation of integrated pest management from independent advisors. These
records are also required for aerial applications

To avoid unnecessary duplication, the Commission should establish a standard
template for Member States to integrate records kept by professional users of actions
taken in line with integrated pest management with those kept under Article 67 of
Regulation (EC) No 1107/2009.

In order to facilitate compliance with integrated pest management, it is necessary to
lay down crop-specific rules that a professional user must follow in relation to the
specific crop and region in which the professional user operates. Such rules should
convert the requirement of integrated pest management into verifiable criteria that
apply to the specific crop. To ensure that the crop-specific rules are in accordance with
the requirements of integrated pest management, detailed rules should be laid down as
to what they should contain and the Commission should verify their contents and
creation and enforcement on the ground.

In order to verify compliance by professional users with integrated pest management, a
register of electronic integrated pest management and plant protection product use
should be maintained with the aim of verifying compliance with the rules on integrated
pest management set out in this Regulation and supporting the development of Union
policy. This register should record actions taken in pursuit of any intervention or
preventative measure as a means to verify that professional users apply the reasoning
required by integrated pest management to every decision made. The register should
also contain details in relation to advice required annually in support of integrated pest
management in order to verify that such strategic longer term planning in relation to
integrated pest management is taking place.
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In order to ensure that plant protection products and related application equipment are
used in a manner that protects human health and the environment, it is necessary to
provide for general requirements on professional users in relation to the training
required to use certain plant protection products or application equipment, the use of
more hazardous plant protection products and the need to comply with inspection
requirements for application equipment in professional use.

Use of plant protection products may have particularly negative impacts in certain
areas used by the general public or by vulnerable groups, communities in which people
live and work and ecologically sensitive areas, such as Natura 2000 sites protected in
accordance with Directive 2009/147/EC of the European Parliament and of the
Council® and Council Directive 92/43/EEC®. If plant protection products are used in
areas used by the general public, the possibility of exposure of humans to such plant
protection products is high. In order to protect human health and the environment, the
use of plant protection products in sensitive areas and within 3 metres of such areas,
should therefore be prohibited. Derogations from the prohibition should only be
allowed under certain conditions and on a case-by-case basis.

The aquatic environment and drinking water supplies are especially sensitive to plant
protection products. In order to protect the aquatic environment, the use of plant
protection products in and around surface waters areas should therefore be prohibited.
Member States should have in place appropriate measures to avoid deterioration of
surface and groundwater as well as coastal and marine waters and allow achievement
of good surface and groundwater status, to protect the aquatic environment and
drinking water supplies from the impact of plant protection products. In addition, it is
important that professional users are trained in how to minimise or eliminate
applications of certain plant protection products classified as “harmful to aquatic life
with long lasting effects”, “very toxic to aquatic life with long lasting effects” or
“toxic to aquatic life with long lasting effects” in order to minimise their use. It is also
important that professional users are trained in relation to the importance of giving
preference to low risk plant protection products or non-chemical alternatives, use of
drift reducing technology and mitigation measures.

Precision farming refers to agricultural management systems carefully tailoring crop
management to fit localised conditions such as those found within land parcels. The
application of existing technology has the potential to significantly reduce pesticide
usage. It is therefore necessary to provide for a legislative framework that incentivises
the development of precision farming. Application of plant protection products from
an aircraft (including application by planes, helicopters and drones), is usually less
precise than other means of application and may therefore potentially cause adverse
impacts on human health and the environment. Aerial application should therefore be
prohibited, with limited derogations on a case-by-case basis where it has a less
negative impact on human health and the environment than any alternative application
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method or there is no viable alternative application method. It is also necessary to
record the numbers of aerial applications carried out on the basis of permits granted
for aerial application in order to have clear data on how many aerial applications for
which permits were granted actually took place.

It is however likely that certain unmanned aircrafts (drones) will allow for the targeted
aerial application of plant protection products. Such drones are likely to help reduce
the use of plant protection products due to targeted application and consequently help
reduce the risks to human health and the environment compared to use of land-based
application equipment. It is therefore appropriate to set criteria in this Regulation for
an exemption of certain unmanned aircrafts from the prohibition of aerial application.
It is also appropriate to defer the application of this exemption for 3 years given the
current state of scientific uncertainty. It is also appropriate to provide for a delegated
act specifying more precise criteria 3 years after the date of entry into force of this
Regulation.

Handling of plant protection products, including storage, dilution and mixing of such
products, cleaning of application equipment after use, recovery and disposal of tank
mixtures and disposal of empty packaging and remnants of plant protection products
pose particular risks of exposure to humans and to the environment. Therefore it is
appropriate to provide for specific measures addressing these activities as a
compliment to existing Union legislation. Given the importance of advice on the use
of plant protection products as a means to support their use in a manner that protects
human health and the environment in accordance with integrated pest management, it
is important that advisors are adequately trained.

Sale of a plant protection product is an important element in the distribution chain
because it allows distributors to provide the necessary information to support its proper
use. Specific advice on safety instructions for human health and the environment
should be available to the purchaser or end user at the time of sale in order to allow
questions to be answered that will facilitate the correct use of the relevant plant
protection product. For non-professional users, general information should be
available at point of sale on safe use, handling and storage of plant protection products
and on disposal of the packaging of such products, since those users do not generally
have the same practical knowledge as professional users.

It is essential that Member States establish and maintain systems of both initial and
follow-up training for distributors, advisors and professional users of plant protection
products and certification systems to record such training, in order to ensure that those
operators are fully aware of the potential risks to human health and the environment
and of the appropriate measures to reduce those risks as much as possible. The training
for advisors should be more extensive than that of distributors and professional users
since they need to be able to support the proper implementation of integrated pest
management and crop specific rules. The use or purchase of a plant protection product
authorised for professional use must be limited to persons in possession of a training
certificate. In addition, in order to ensure safe use of plant protection products for
human health and the environment, distributors should be required to provide both
professional and non-professional purchasers of plant protection products with product
specific information at point of sale.

In order to ensure a planned approach to harmful organism control techniques across a
number of growing seasons with a view to minimising the use of chemical plant
protection products as much as possible and to ensure a proper implementation of
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integrated pest management, professional users should be required to regularly consult
trained, independent advisors on pest management, so that plant protection products
are only used as a last resort.

Considering the possible risks to human health and the environment from the use of
plant protection products, the public should have access to better information on the
overall impacts of the use of such products through awareness-raising programmes,
information passed on through distributors and other appropriate measures.

In order better to understand the trends regarding acute poisoning incidents and
chronic poisoning arising from exposure of persons to plant protection products,
information on such trends should be compiled by each Member State. The
Commission should also monitor the overall trends at Union level.

In order to minimise the adverse impacts of plant protection products on human health
and the environment, it is necessary to provide for systems for regular technical
inspection of application equipment in professional use. Due to the relatively low cost
of purchasing new handheld application equipment and knapsack sprayers compared
to the costs of inspection, it is appropriate to provide for the possibility of national
derogations from the mandatory inspection of such equipment, subject to the carrying
out of a risk assessment covering the risks to human health and the environment posed
by such equipment. That assessment should include an estimation of the scale of use
of the equipment. To ensure compliance with the inspection requirements, it is
necessary to require that each Member State establish a register of application
equipment in professional use and keep that register up to date. As some of the
application equipment does not have unique IDs, it is necessary to make provision for
the supply of a unique ID to such application equipment to ensure that all equipment is
physically identified.

In order to monitor progress achieved in the reduction of risks and adverse impacts to
human health and the environment from the use of plant protection products it is
necessary to continue using the system of harmonised risk indicators established
under Directive (EU) 2009/128/EC.

Statistical data on plant protection products collected in accordance with Regulation
(EC) No 1185/2009 should be used in calculating these harmonised risk indicators and
progress towards achieving binding Union and national targets based on the Farm to
Fork pesticide reduction targets. Given that pesticide use fluctuates between years
depending, in particular, on the weather, a three year baseline period is appropriate to
take account of such fluctuations. The baseline period for the calculation of
Harmonised Risk Indicators 1 and 2 is 2011-2013, as this was the first three year
period for which data was received by the Commission under Regulation (EC) No
1185/2009 and coincides with the entry into force of Directive 2009/128/EC. The
baseline period for the calculation of progress towards the Farm to Fork pesticides
reduction targets is 2015-2017, as this was the three most recent years for which data
was available at the time of the announcement of the strategy. The baseline period for
the calculation of a new Harmonised Risk Indicator 2a is 2022-2024, as this will be
the first three year period for which data on the areas treated under each emergency
authorisation will be available.

For the moment, the only robust statistical data available at Union level relating to the
marketing and use of plant protection products are the statistics on the quantities of
active substances in plant protection products placed on the market, and the data on
the number of emergency authorisations granted under Regulation (EC) No
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Those statistics are used in the calculation of Harmonised Risk Indicators 1 and 2
under Directive 2009/128/EC and in calculating progress towards the binding Union
and national targets based on the two pesticide reduction targets set under the Farm to
Fork Strategy. The new Harmonised Risk Indicator 2a will be calculated using
statistics on the number of emergency authorisations, the properties of the active
substances in plant protection products subject to these authorisations, and the areas
treated under these authorisations to better quantity the risks arising from emergency
authorisations.

For reasons of transparency, and to ensure uniform implementation by all Member
States, the methodology for calculating progress towards achieving the two Union and
two national 2030 reduction targets and the methodology for the calculation of
harmonised risk indicators at Union and national level should be set out in an Annex to
this Regulation.

The EU Biodiversity Strategy for 2030 recognises the need for urgent action to protect
biodiversity. There is evidence of a widespread reduction of species, in particular
insects and pollinators in the Union. Biodiversity loss is, amongst other factors, driven
by the use of plant protection products, while Member States actions under current
Union policy instruments have not yet been able to stop this trend of biodiversity loss.
It is therefore essential to ensure that plant protection products are used in such a way
as to mitigate the risk of harmful effects of such products on wildlife, through a
number of measures including training, inspection of application equipment in
professional use and protection of the aquatic environment and sensitive areas.

In order to facilitate communication between the Commission and competent
authorities responsible for the implementation of this Regulation at national level,
Member States should inform the Commission of the competent authorities designated
under this Regulation.

In order to enforce the obligations set out in this Regulation, Member States should lay
down rules on penalties applicable to infringements of this Regulation and ensure that
those rules are enforced. The penalties should be effective, proportionate and
dissuasive. It is also important to provide for Member States to recover costs related to
carrying out obligation under this Regulation by means of fees or charges in order to
ensure that adequate financial resources are available to competent authorities.

Since the objective of this Regulation, namely to protect human health and the
environment from risks and impacts associated with the use of plant protection
products and to achieve the targets set out in the Farm to Fork Strategy and the EU
Biodiversity Strategy, cannot be sufficiently achieved by the Member States, but can
rather, by reason of the scale of their use and the complexity and effects of the risk
profiles associated with them, be better achieved at Union level, the Union may adopt
measures, in accordance with the principle of subsidiarity set out in Article 5 of the
Treaty on European Union. In accordance with the principle of proportionality, as set
out in that Article, this Regulation does not go beyond what is necessary in order to
achieve those objectives.
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Activities performed by the competent authorities, or by other bodies or natural
persons to which official control tasks have been delegated, in order to verify
compliance by operators with this Regulation, are, with the exception of control tasks
related to equipment used to apply plant protection products, regulated by Regulation
(EU) 2017/625 of the European Parliament and of the Council.”® Therefore, this
Regulation only needs to provide for controls and audits in respect of inspection of
application equipment in professional use.

In order to take into account technical progress and scientific developments in
integrated pest management, the technology associated with unmanned aircrafts,
training, inspection of application equipment and the methodology for calculation of
harmonised risk indicators, the power to adopt acts in accordance with Article 290 of
the Treaty on the Functioning of the European Union should be delegated to the
Commission to amend rules on integrated pest management in order to take into
account technical progress and scientific developments and to amend Annexes III, 1V,
V and VI relating to (i) the subjects to be covered in the training of professional users,
distributors and advisors; (ii) the requirements for inspection of application equipment
in professional use, (iii) the notification form in relation to application equipment and
(iv)  the methodology for the calculation of harmonised risk indicators. It is of
particular importance that the Commission carries out appropriate consultations during
its preparatory work, including at expert level, and that those consultations be
conducted in accordance with the principles laid down in the Inter-institutional
Agreement of 13 April 2016 on Better Law-Making®'. In particular, to ensure equal
participation in the preparation of delegated acts, the European Parliament and the
Council receive all documents at the same time as Member States’ experts, and their
experts systematically have access to meetings of Commission expert groups dealing
with the preparation of delegated acts.

The Commission should carry out an evaluation of this Regulation. Pursuant to
paragraph 22 of the Inter-institutional Agreement of 13 April 2016 on Better Law-
Making®, that evaluation should be based on the five criteria of efficiency,
effectiveness, relevance, coherence and Union value added and should provide the
basis for impact assessments of possible further measures.

In order to ensure uniform conditions for the implementation of the provisions of
Regulation on the entries to be made by professional users in the electronic integrated
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pest management and plant protection product use register and provision of
information on acute poisoning incidents and chronic poisoning, implementing powers
should be conferred on the Commission. Those powers should be exercised in
accordance with Regulation (EU) No 182/2011 of the European Parliament and of the
Council®.

(46) The application of this Regulation should be deferred in order to allow competent
authorities and operators to prepare for the requirements introduced by it,

HAVE ADOPTED THIS REGULATION:
CHAPTER 1

GENERAL PROVISIONS

Article 1

Subject matter

This Regulation lays down rules for the sustainable use of plant protection products by
providing for the setting, and achievement by 2030, of reduction targets for the use and risk of
chemical plant protection products, establishing requirements for use, storage, sale and
disposal of plant protection products and for application equipment, providing for training and
awareness raising, and providing for implementation of integrated pest management.

Article 2
Scope

This Regulation shall apply to products, in the form in which they are supplied to the user,
consisting of or containing active substances, safeners or synergists, and intended for one of
the following uses:

(a) protecting plants or plant products against all harmful organisms or preventing the
action of such organisms, unless the main purpose of these products is considered to
be for reasons of hygiene rather than for the protection of plants or plant products;

(b) influencing the life processes of plants, such as substances influencing their growth,
other than as a nutrient or a plant biostimulant;

(c) preserving plant products, in so far as such substances or products are not subject to
special Union provisions on preservatives;

(d) destroying undesired plants or parts of plants, except algae unless the products are
applied on soil or water to protect plants;

3 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011
laying down the rules and general principles concerning mechanisms for control by the Member States
of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).





(e)

checking or preventing undesired growth of plants, except algae unless the products
are applied on soil or water to protect plants.

These products are referred to as ‘plant protection products’.

Article 3

Definitions

For the purposes of this Regulation, the following definitions apply:

(1)

2)

©)

(4)

)

(6)

(7

(®)

)

(10)

(11)
(12)

‘chemical plant protection product’” means a plant protection product containing a
chemical active substance with the exception of plant products using natural means
of biological origin or substances identical to them, such as micro-organisms,
semiochemicals, extracts from plant products as defined in Article 3(6) of Regulation
(EC) No 1107/2009, or invertebrate macro-organisms;

‘low-risk plant protection product’ means a plant protection product authorised in
accordance with Article 47(1) of Regulation (EC) No 1107/2009;

‘chemical active substance’ means an active substance other than micro-organisms,
semiochemicals and extracts from plant products as defined in Article 3(6) of
Regulation (EC) No 1107/2009;

‘biodiversity’ means biodiversity as defined in Article 3(29) of Regulation (EC) No
1107/2009;

‘more hazardous plant protection product’” means a plant protection product
containing one or more active substances approved as candidates for substitution in
accordance with Article 24 of Regulation (EC) No 1107/2009;

‘professional user’ means any person who uses a plant protection product in the
course of their professional activities;

‘distributor’ means any person who makes a plant protection product available on the
market, including wholesalers, suppliers and retailers;

‘advisor’ means any person who advises on integrated pest management and the safe
use of plant protection products, in the context of a professional capacity or
commercial service, including private and public advisory services;

‘application equipment’ means any equipment the use of which for the application of
a plant protection product is reasonably foreseeable at the time of manufacture and
accessories that are essential for the effective operation of such equipment, with the
exception of equipment designed for the sowing or planting of propagating material
treated with plant protection products;

‘application equipment in professional use’ means any of the following:

(a) application equipment which is used by a professional user for the application
of plant protection products;

(b) application equipment with horizontal or vertical boom sprayers, orchard
sprayers or blast sprayers, irrespective of whether it is being used for the
application of plant protection products;

‘aerial application” means application of a plant protection product from an aircraft;

‘unmanned aircraft’ means any aircraft operating or designed to operate
autonomously or to be piloted remotely without a pilot on board,
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‘plant protection product authorised for professional use’ means a plant protection
product that has been authorised for professional users only in accordance with
Article 31 of Regulation (EC) No 1107/2009;

‘integrated pest management’ means careful consideration of all available means that
discourage the development of populations of harmful organisms, while keeping the
use of chemical plant protection products to levels that are economically and
ecologically justified and minimise risks to human health and the environment;

‘sensitive area’ means any of the following:

(a) an area used by the general public, such as a public park or garden, recreation
or sports grounds, or a public path;

(b) an area used predominantly by a vulnerable group as defined in Article 3(14)
of Regulation (EC) No 1107/ 2009;

(c) human settlements (community in which people live and work), defined as the
most up to date CORINE ( Coordination of information on the Environment)
system maintained by the EEA) Land Cover Level 1 classification (Artificial
Land), (excluding Level 2 — 12: Industrial, commercial and transport units and
Level 2 — 13: Mine, dump and construction sites.)**

(d) anurban area covered by a watercourse or water feature;

(e) non-productive areas as defined under the EU standards on good agricultural
and environmental condition of land (GAEC), GAEC standard 8 listed in
Annex III to Regulation (EU) 2021/2115.

(f) an ecologically sensitive area, which means any of the following:

(i) any protected area under Directive 2000/60/EC, including possible
safeguard zones as well as modifications of those areas following the risk
assessment results for drinking water abstraction points under Directive
(EU) 2020/2184 of the European Parliament and of the Council®’;

(i) sites of Community importance in the list referred to in Article 4(2) of
Directive 92/43/EEC and the special areas of conservation designated in
accordance with Article 4(4) of that Directive, and special protection
areas classified pursuant to Article 4 of Directive 2009/147/EC, and any
other national, regional, or local protected area reported by the Member
States to the Nationally designated protected areas inventory (CDDA);

(i11)) any area for which the monitoring of pollinator species carried out in
accordance with Article 16 (1), point (f), of Regulation xxx/xxx
[reference to adopted act to be inserted] establishes that it sustains one or
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See CORINE Land Cover nomenclature conversion to Land Cover Classification system
(https://land.copernicus.cu/eagle/files/eagle-related-projects/pt_clc-conversion-to-fao-lccs3_dec2010)
and CORINE Land Cover (CLC) inventory (CORINE Land Cover — Copernicus Land Monitoring
Service).

Directive (EU) 2020/2184 of the European Parliament and of the Council of 16 December 2020 on the
quality of water intended for human consumption (OJ L 435, 23.12.2020, p. 1).
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more pollinator species which the European Red Lists classify as being
threatened with extinction.

‘quarantine pest’ means quarantine pest as defined in Article 3 of Regulation (EU)
2016/2031 of the European Parliament of the Council®®;

‘invasive alien species’ means invasive alien species as defined in Article 3, point
(2), of Regulation (EU) No 1143/2014 of the European Parliament and of the
Council’’;

‘surface water’ means a body of surface water as defined in Article 2, point (1), of
Directive 2000/60/EC;

‘groundwater’ means a body of groundwater as defined in Article 2, point (2), of
Directive 2000/60/EC

‘risk indicator’ means a measurement indicating the relative change in risks for
human health or the environment associated with the use of plant protection
products, and calculated in accordance with the methodology set out in Annex VI;

‘non-chemical methods’ means alternatives to chemical plant protection products;

‘biological control’ means the control of organisms harmful to plants or plant
products using natural means of biological origin or substances identical to them,
such as micro-organisms, semiochemicals, extracts from plant products as defined in
Atrticle 3(6) of Regulation (EC) No 1107/2009, or invertebrate macro-organisms.

CHAPTER 11

REDUCTION TARGETS FOR CHEMICAL PLANT
PROTECTION PRODUCTS

Article 4
Union 2030 reduction targets for chemical plant protection products

Each Member State shall contribute, through the adoption and achievement of
national targets in accordance with Article 5 to achieving by 2030 a 50 % Union-
wide reduction of both the use and risk of chemical plant protection products (‘Union
2030 reduction target 1°) and the use of more hazardous plant protection products
(‘Union 2030 reduction target 2”), compared to the average of the years 2015, 2016
and 2017 (‘the Union 2030 reduction targets’).
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Progress towards achieving the Union 2030 reduction targets shall be calculated
annually by the Commission in accordance with the methodology set out in Annex 1.

Article 5
Member States 2030 reduction targets for chemical plant protection products

By ... [OP: please insert the date — 6 months after the date of application of this
Regulation] each Member State shall adopt national targets in its national legislation
to achieve by 2030 a reduction set in accordance with this Article, from the average
of the years 2015, 2016 and 2017, of the following:

(a) the use and risk of chemical plant protection products as defined in Annex I
(‘national 2030 reduction target 1°);

(b) the use of more hazardous plant protection products as defined in Annex I
(‘national 2030 reduction target 2’).

For the purposes of this Regulation the two national reduction targets listed in points
(a) and (b) are collectively referred to as the ‘national 2030 reduction targets’.

The progress of each Member State towards achieving the national 2030 reduction
targets shall be calculated [by .....] in accordance with the methodology set out in
Annex .

Each Member State shall reach the targets referred to in paragraph 1 by 2030.

Subject to paragraphs 5, 6, 8 and 9, the national 2030 reduction targets shall be set at
such level so as to achieve a reduction between the average of the years 2015, 2016
and 2017 and the year 2030 in the relevant Member State that at least equals 50%.

Where a Member State has achieved a greater reduction in the use and risk of
chemical plant protection products than the Union average between the average of
the years 2011, 2012 and 2013 and the average of the years 2015, 2016 and 2017, it
may reduce its national target for the use and risk of chemical plant protection
products by the difference between the reduction achieved and the Union average
reduction.

Where a Member State has achieved a greater reduction in the use of the more
hazardous plant protection products than the Union average between the average of
the years 2011, 2012 and 2013 and the average of the years 2015, 2016 and 2017, it
may reduce its national target for the use of the more hazardous plant protection
products by the difference between the reduction achieved and the Union average
reduction.

In no case may any of the 2030 national reduction targets be lower than 40%.

Where a Member State has increased the use and risk of chemical plant protection
products, or has made a smaller reduction than the Union average between the
average of the years 2011, 2012 and 2013 and the average of the years 2015, 2016
and 2017, it shall increase the ambition of its national 2030 reduction target 1 for the
use and risk of chemical plant protection products by a figure representing the
difference between the reduction or, as applicable, increase achieved and the Union
average reduction.

Where a Member State has increased the use of the more hazardous plant protection
products, or has made a smaller reduction than the Union average between the





average of the years 2011, 2012 and 2013 and the average of the years 2015, 2016





10.

11.

12.

and 2017, it shall increase the ambition of its national 2030 reduction target 2 for the
use of more hazardous plant protection products by a figure representing the
difference between the reduction or, as applicable, increase achieved and the Union
average reduction.

Member States with outermost regions, as listed in Article 349 of the Treaty, may
take into account the specific needs of these regions as regards the use of plant
protection products when adopting national 2030 reduction targets, due to the
particular climatic conditions and crops in these regions.

By ... [OP: please insert the date — 7 months after the date of application of this
Regulation], each Member State shall communicate its national 2030 reduction
targets to the Commission.

If a Member State fails to adopt a national 2030 reduction target by ... [OJ: please
insert the date —6 months after the date of application of this Regulation], that target
shall be deemed to be 50%.

Article 6
Initial assessment of national targets by the Commission

The Commission shall review the national 2030 reduction targets communicated to it
in accordance with Article 5(11) and the information explaining any lowering of
targets made in accordance with Article 5(5), or Article 5(6).

Where the Commission concludes, on the basis of the information made available to
it, that the national 2030 reduction targets communicated by a Member State need to
be set at a more ambitious level, it shall, by ... [OP: please insert the date — 1 year
after the date of application of this Regulation], recommend that Member State to
increase the level of its national 2030 reduction targets. The Commission shall make
that recommendation public.

Where a Member State adjusts its national 2030 reduction targets as recommended
by the Commission, it shall include the adjusted targets in its national action plan
together with the Commission’s recommendation.

Where a Member States decides not to adjust its national 2030 reduction targets, as
recommended by the Commission, it shall include the justifications for such decision
in its national action plan together with the text of the recommendation.

Member States which have received a Commission recommendation referred to in
paragraph 2 shall communicate the adjusted targets, or their justification for not
adjusting them, as applicable, to the Commission by... [OP: please insert the date —
18 months after the date of application of this Regulation].

When the Commission has assessed the level of national 2030 reduction targets of all
Member States set in accordance with Article 5, it shall verify whether their average
at least equals 50% so as to achieve the corresponding Union 2030 reduction target.

If the average of national 2030 reduction targets of all Member States is lower than
50%, the Commission may recommend that one or more Member States increase the
level of their national 2030 reduction targets. The Commission shall make any such
recommendation public.

Within one month of receiving that recommendation, a Member State shall take one
of the following actions:





(a) adjust its national 2030 reduction targets as recommended by the Commission
and include the adjusted targets in its national action plan together with the
Commission’s recommendation;

(b) provide justifications for not adjusting its national 2030 reduction targets as
recommended by the Commission, and include the justifications for such
decision in its national action plan together with the text of the
recommendation

0. Where a Member State does not adjust its national 2030 reduction targets as
recommended by the Commission, the Commission shall exercise its powers at
Union level to ensure that the target is set within the parameters of this Regulation.

Article 7
Publication of Union and national 2030 reduction targets trends by the Commission

1. By 31 August of each year N, whereas year N - 1 may be prior to the date of
application of this Regulation, the Commission shall publish on a website the average
trends in progress towards achieving the Union 2030 reduction targets between the
average of the years 2015-2017 and year N - 2, calculated in accordance with the
methodology set out in Annex .

2. The Commission shall update the website referred to in paragraph 1 at least once a
year.
3. By 31 August of each year N, whereas year N - 2 may be prior to the date of

application of this Regulation, the Commission shall publish information for each
Member State on trends in progress in relation to national 2030 reduction targets
between the average of the years 2015-2017 and year N - 2, calculated in accordance
with the methodology set out in Annex I, on the website referred to in paragraph 1.

CHAPTER III

NATIONAL ACTION PLANS

Article 8

National Action Plans

1. By ... [OP: please insert the date — 18 months after the date of application of this
Regulation] each Member State shall draft and publish on a website a national action
plan containing the following information:

(a) the national 2030 reduction targets adopted in accordance with Chapter II;
(b) information related to national 2030 reduction targets as set out in Article 9;

(c) details of planned progress in relation to the elements relevant for the
implementation of this Regulation listed in Part 2 of Annex II;

(d) detailed plans for an increase in the utilizable agricultural area engaged in
organic farming and how the plans will contribute to achieving the target set
out in the Communication from the Commission to the European Parliament,
the Council, the European Economic and Social Committee and the Committee
of the Regions_4 Farm to Fork Strategy for a fair, healthy and





environmentally-friendly food system® of having 25% of the utilizable
agricultural area devoted to organic farming by 2030;

(e) a list of application equipment in professional use to which the Member State
applies different inspection requirements in accordance with Article 32(1);

(f) information on the estimated annual amounts of plant protection products
illegally used or seized via antifraud operations during the preceding 3 years
and any planned related measures;

(g) national measures for encouraging the use of non-chemical methods by
professional users through financial incentives, in accordance with Union
legislation on State aid;

(h) planned and adopted measures to support, or ensure through binding
requirements laid down in national law, innovation and the development and
use of non-chemical pest control;

(1) other planned and adopted measures to support, or ensure through binding
requirements laid down in national law, the sustainable use of plant protection
products in line with integrated pest management principles, including those
contained in crop-specific rules as set out in Article 15(1).

Each Member State shall notify the Commission without delay of the first
publication of its national action plan.

Each Member State shall review its national action plans at least every 3 years
from the first publication. As a result of the review a Member State may amend
its national action plan. Member States shall publish amended versions of their
national action plans and shall provide amended national action plans to the
Commission without delay.

The updated versions of national action plans published until 2030 shall contain the
information listed in the first subparagraph, points (a) to (b).

The updated versions of national action plans published after 2030 shall contain the
information listed in the first subparagraph, points (¢) to (i).

Each Member State shall carry out a public consultation process prior to the adoption
or modification of its national action plan in accordance with the requirements of
Directive 2001/42/EC of the European Parliament and of the Council®.

National action plans shall contain a summary of the public consultation process
carried out before their adoption and list authorities responsible for their
implementation.
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National action plans shall be consistent with the plans of Member States drawn-up
in accordance with Directives 91/676/EEC, 92/43/EEC, 2000/60/EC, 2008/50/EC,
2009/147/EC and (EU) 2016/2284 , Directive and Regulation xxx/xxx on nature
restoration [reference to adopted act to be inserted], be consistent with the CAP
Strategic Plans drawn-up in accordance with Regulation (EU) 2021/2115 and shall
contain explanations how the national action plan is consistent with those plans.

Member States with outermost regions may take measures tailored to these regions in
their national action plans taking into account the particular needs related to the
specific climatic conditions and crops in these regions.

Article 9
Information on national 2030 reduction targets in national action plans

National action plans published until 2030 shall include all of the following
information related to the national 2030 reduction targets:

(a) a list of at least the 5 active substances that most strongly influence the trend in
the reduction in the use and risk of chemical plant protection products, and of
the use of the more hazardous plant protection products, as determined when
applying the methodology set out in Annex I, in the 3 years preceding the
adoption of the national action plan;

(b) a list of the crops on which each of the active substances referred to in point (a)
are most widely used and the number of hectares of each crop treated ;

(c) a list of pests against which the active substances referred to in point (a) are
used on the crops referred to in point (b);

(d) for each of the pests referred to in point (c), a list of non-chemical methods
used or likely to be available by 2030.

For each non-chemical method listed in accordance with paragraph 1, point (d),
national action plans shall indicate all of the following:

(a) a national indicative target for an increased percentage of its use by 2030, a list
of potential obstacles to achieving the increased percentage and the measures
that may be taken to address those potential obstacles;

(b) a list of actions to be taken by the Member State and by other actors with a
detailed timeline of intermediary steps and the authorities responsible for each
of the steps to be taken by the Member State.

In relation to at least the 5 crops that most strongly influenced the trend in the use
and risk of chemical plant protection products, and of the use of the more hazardous
plant protection products, as determined when applying the methodology set out in
Annex I, in the 3 years preceding the adoption of the national action plan, the
national action plan shall indicate all of the following:

(a) the percentage of all plant protection products used on those crops which were
biological controls during the 3 years preceding the adoption of the national
action plan, together with the national indicative targets for increasing that
percentage by 2030, a list of the potential obstacles to achieving that increased
percentage and the measures that may be taken to address those potential
obstacles;





(b) a list of actions to be taken by the Member State and by other actors, the
detailed timeline of intermediary steps and the authorities responsible for each
step to be taken by the Member State.

National action plans shall also include national indicative targets for increasing the
percentage of overall sales of plant protection products which are not chemical plant
protection products.

Article 10
Annual progress and implementation reports

By ...[OP: please insert the date — 30 months after the date of application of this
Regulation], and each year thereafter until 2030, each Member State shall submit to
the Commission an annual progress and implementation report containing the
information listed in Annex II.

The annual progress and implementation report shall include:

(a) all trends in progress towards achieving the national 2030 reduction targets in
accordance with Part 1 of Annex II, and as published by the Commission in
line with Article 7(3);

(b) all trends in progress towards achieving national indicative targets set out in
Article 9(2), point (a), Article 9(3), point (a), and Article 9(4) for the relevant
year from their publication in a national action plan as set out in Article 9(1);

(c) all other quantitative data in relation to implementation of this Regulation as
set out in Part 2 of Annex II;

(d) the outcome of the evaluation of the results of each harmonised risk indicator
carried out in accordance with Article 35;

(e) all trends in progress towards achieving an increase in the utilizable
agricultural area under organic farming as set out in Article 8(1), point (d).

Each Member State shall publish its annual progress and implementation reports on a
website and inform the Commission thereof.

The Commission may request a Member State to include further details in its annual
progress and implementation report.

Within two months of receipt of the Commission’s request, the Member State
concerned shall respond to the request and shall publish its response on the website
referred to in paragraph 3.

The Commission shall publish all annual progress and implementation reports of the
Member States on a website.

Article 11
Commission’s analysis of annual progress and implementation reports

By ... [OP: please insert the date — 2 years after the date of application of this
Regulation], and every 2 years thereafter until 2030, the Commission shall publish on
a website an analysis of:

(a) the trends in progress towards the Union 2030 reduction targets;
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(b) Member States’ progress towards achieving the national 2030 reduction
targets.

As from ... [OP: please insert the date — 4 years after the date of application of this
Regulation],, the Commission shall include in the analysis referred to in paragraph 1
an analysis of the information to be provided by Member States in accordance with
Article 10(2), points (a), (b) and (c).

Following the analysis referred to in paragraph 2, the Commission may make a
recommendation to Member States to take any of the following actions:

(a) take additional measures;

(b) increase the level of ambition of any of national indicative target set out in
Article 9(2), point (a), Article 9(3), point (a), and Article 9(4).

A Member State that has received a recommendation from the Commission to take
additional measures in accordance with paragraph 2 shall provide one of the
following pieces of information in its subsequent annual progress and
implementation report:

(a) adescription of measures taken as a response to the recommendation;
(b) the reasons for not following the Commission’s recommendation.

A Member State that has received a recommendation from the Commission in
accordance with paragraph 2 to increase the level of ambition of a national indicative
target set out in Article 9(2), point (a), Article 9(3), point (a), and Article 9(4) shall
take one of the following actions:

(a) change the level of the relevant target as set out in the recommendation by
amending its national action plan within 6 months after receiving the
recommendation;

(b) provide reasons for not following the Commission’s recommendation in its
subsequent annual progress and implementation report.

Where, on the basis of its analysis of the annual progress and implementation reports,
the Commission concludes that the progress achieved is insufficient for the collective
achievement of the Union 2030 reduction targets, it shall propose measures and
exercise its other powers at Union level in order to ensure the collective achievement
of those targets. Such measures shall take into consideration the level of ambition of
contributions to the Union 2030 reduction targets by Member States set out in the
national 2030 reduction targets adopted by them.

By ... [OP: please insert the date — 5 years from the date of application of this
Regulation], the Commission shall submit a report on annual progress and
implementation reports to the European Parliament and the Council.

CHAPTER 1V

INTEGRATED PEST MANAGEMENT

Article 12
Integrated pest management

Professional users shall apply integrated pest management as follows:





(a) Dby applying Article 13 where no crop-specific rules have been adopted for the
relevant crop by the Member State in which they operate in accordance with
Article 15;

(b) Dby applying crop-specific rules adopted by the Member State in which they
operate for the relevant crop and area in accordance with Article 15 and Article
13(9).

Advisors shall provide advice that is consistent with the applicable crop-specific
rules and with integrated pest management.

Article 13
Obligations of professional users and advisors related to integrated pest management

Professional users shall first apply measures that do not require the use of chemical
plant protection products for the prevention or suppression of harmful organisms
before resorting to application of chemical plant protection products.

A professional user’s records under Article 14(1) shall demonstrate that he or she has
considered all of the following options:

— crop rotation,

— use of modern cultivation techniques, including stale seedbed technique,
sowing dates and densities, under-sowing, intercropping, conservation tillage,
pruning and direct sowing,

— use of resistant or tolerant cultivars and high quality or certified seed and
planting material,

— use of balanced fertilisation, liming and irrigation or drainage practices,

— preventing the spreading of harmful organisms by hygiene measures, including
regular cleansing of machinery and equipment,

— protection and enhancement of important beneficial organisms, including
beneficial plant protection measures or the utilisation of ecological
infrastructures inside and outside production sites,

— pest exclusion by use of protected structures, nets and other physical barriers.

Where a professional user has not applied a measure listed in the first subparagraph,
the records referred to in Article 14(1) shall contain reasons thereof.

Professional users shall monitor harmful organisms by appropriate methods and
tools. Such methods and tools shall include at least one of the following:

(a) observations in the field;

(b) scientifically sound warning, forecasting and early diagnosis systems, where
feasible;

(c) the use of advice from professionally qualified advisors.

Professional users shall use biological controls, physical and other non-chemical
methods. Professional users may only use chemical methods if they are necessary to
achieve acceptable levels of harmful organism control after all other non-chemical
methods as set out in paragraphs 1 and 3 have been exhausted and where any of the
following conditions has been satisfied:





(a) the results of monitoring of harmful organisms show, based on recorded
observation, that chemical plant protection measures need to be applied in a
timely manner because of the presence of a sufficiently high number of harmful
organisms.

(b) where justified by a decision-support system, or by an advisor holding a
training certificate in accordance with Article 23, the professional user decides,
by way of a recorded decision, to use chemical plant protection products
methods for preventative reasons.

5. Professional users shall apply plant protection products that are as specific as
possible to control the harmful organisms and have the least side effects on human
health, non-target organisms and the environment.

6. Professional users shall keep the use of chemical plant protection products and other
forms of intervention to levels that do not exceed the levels that are absolutely
necessary to control the harmful organisms and that do not increase the risk for
development of resistance in populations of harmful organisms. Where possible,
professional users shall use the following measures:

(a) reduced rate of application;

(b) reduced number of applications;
(c) partial applications;

(d) spot application.

7. Where the risk of resistance against a plant protection measure is known and where
the level of harmful organisms requires repeated application of that measure to the
crops, professional users shall apply available anti-resistance strategies to maintain
the effectiveness of that measure.

Where a plant protection measure involves repeated use of plant protection products,
professional users shall use plant protection products with different modes of action.

8. Professional users shall perform all of the following actions:

(a) check and document the level of success of the applied plant protection
measures on the basis of the records on the use of plant protection products
and other interventions, and the monitoring of harmful organisms;

(b) apply the information obtained by performing the actions referred to in point
(a) as part of the decision-making process regarding future interventions.

9. The Commission is empowered to adopt delegated acts in accordance with Article 41
amending this Article in order to take into account technical progress and scientific
developments.

Article 14

Records of preventative measures and interventions for crop protection by professional
users, and of advice on use of plant protection products

1. Where a professional user takes a preventative measure or performs an intervention,
the professional user shall enter the following information in the electronic integrated
pest management and plant protection product use register referred to in Article 16
and which applies to the area where the professional user operates:





(a) a description of the preventative measures and reasons, including the
identification and assessment of pest level, for an intervention where no crop-
specific rules have been adopted for the relevant crop by the Member State in
which the professional user operates;

(b) a description of preventative measures and reasons, including the identification
and assessment of pest level, for an intervention performed with a reference to
measurable criteria set out in the applicable crop-specific rules where crop-
specific rules have been adopted for the relevant crop by the Member State in
which the professional user operates.

A professional user shall keep an electronic record in the electronic integrated pest
management and plant protection product use register, referred to in Article 16 of the
name of its advisor and the dates and the content of the advice received from it in
accordance with Article 26(3) for at least 3 years. The professional user shall make
those records available to the competent authority referred to in Article 15(2) upon
request.

A professional user shall enter an electronic record of each application of a plant
protection product under Article 67 of Regulation (EC) No 1107/2009 in the
electronic integrated pest management and plant protection product use register
referred to in Article 16. A professional user shall also keep an electronic record
specifying whether the application was by aerial or land-based equipment. In the case
of aerial application, a professional user shall specify the type of equipment used.

In order to ensure a uniform structure of the entries to be made by professional users
in the electronic integrated pest management and plant protection product use
register in accordance with paragraphs 1 to 3, the Commission may, by means of
implementing acts, adopt a standard template for such entries. Any such template
shall include fields for inputting records that need to be kept in accordance with
Article 67 of Regulation (EC) No 1107/2009 and shall require the use of a
recognisable ID. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 42(2).

Article 15
Implementation of integrated pest management using crop-specific rules

Member States shall adopt agronomic requirements based on the hierarchy of [IPM
controls that must be adhered to when growing or storing a particular crop and are
designed to ensure that chemical crop protection is only used after all other non-
chemical methods have been exhausted and when a threshold for intervention is
reached (‘crop specific rules’). The crop specific rules shall implement the principles
of integrated pest management, set out in Article 13, for the relevant crop and be set
out in a binding legal act.

Each Member State shall designate a competent authority responsible for ensuring
that the crop-specific rules are scientifically robust and comply with this Article.

By ... [OP: please insert the date = the first day in the month following 24 months
after the date of entry into force of this Regulation] each Member State shall have in
place effective and enforceable crop-specific rules, for crops covering an area that
accounts for at least 90 % of its utilisable agricultural area. Member States shall





determine the geographic scope of those rules taking account of relevant agronomic





conditions, including, the type of soil and crops and the prevailing climatic
conditions.

At least 9 months prior to the point in time when a crop-specific rule becomes
applicable under national law, the Member State shall perform all of the following
actions:

(a) publish a draft for public consultation;

(b) take into account comments received from stakeholders and members of the
public on the draft in a transparent manner;

(c) submit the draft that takes into account the comments as referred to in point (b)
to the Commission.

Where the Commission is notified of a draft in accordance with paragraph 3, point
(c), it may within 6 months of receipt of the draft object to its adoption by a Member
State, if it considers that the draft does not comply with the criteria set out in
paragraph 5. If the Commission objects, the Member State shall refrain from
adopting the draft until it has amended the text so as to remedy the shortcomings
identified in the Commission’s objections. The absence of a reaction from the
Commission in accordance with this paragraph to a draft crop—specific rule shall not
prejudice any action or decision which might be taken by the Commission under
other Union acts.

The crop-specific rules shall convert the requirements of integrated pest management
laid down in Article 13 into verifiable criteria by, among others, specifying the
following:

(a) the most economically significant harmful organisms affecting the crop;

(b) the non-chemical interventions involving cultural, physical and biological
control which are effective against the harmful organisms referred to in point
(a) and qualitative criteria or conditions under which these interventions
are to be made;

(c) the low-risk plant protection products or alternatives to chemical plant
protection products which are effective against the harmful organisms referred
to in point (a) and qualitative criteria or conditions under which these
interventions are to be made;

(d) chemical plant protection products that are not low-risk plant protection
products and that are effective against the harmful organisms referred to in
point (a) and qualitative criteria or conditions under which these interventions
are to be made;

(e) the quantitative criteria or conditions under which chemical plant protection
products may be used after all other means of control that do not require the
use of chemical plant protection products have been exhausted;

(f) the measurable criteria or conditions under which more hazardous plant
protection products may be used after all other means of control that do not
require the use of chemical plant protection products have been exhausted.

(g) the obligation to record observations demonstrating that the relevant threshold
value has been breached
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Each Member State shall review its crop-specific rules annually and update them
where necessary, including when it is needed to reflect changes in the availability of
harmful organism control tools.

A Member State that is planning to update a crop-specific rule shall, at least 6
months before the update becomes binding:

(a) publish a draft of the updated rules for public consultation;

(b) take into account comments received from stakeholders and members of the
public on the draft in a transparent manner;

(c) submit the draft that takes into account the comments as referred to in point (b)
to the Commission.

Where the Commission is notified of a draft under paragraph 7, it may within 3
months of receipt of the draft object to the updating of the crop-specific rule by a
Member State, if it considers that the draft does not comply with the criteria set out in
paragraph 5. If the Commission objects, the Member State shall refrain from
updating the crop-specific rule until it has amended the text so as to remedy the
shortcomings identified in the Commission’s objections. The absence of a reaction
from the Commission in accordance with this paragraph to a draft crop—specific rule
shall not prejudice any action or decision which might be taken by the Commission
under other Union acts.

A Member State with significant climatic or agronomic differences between regions,
shall adopt crop-specific rules for each of those regions.

Each Member State shall publish all of its crop-specific rules on a single website.

The Commission shall publish on a website a link to the website referred to in
paragraph 10 for each Member State.

By ... [OP: please insert the date = the first day of the month following ... months
after the date of entry into force of this Regulation], the Commission shall submit a
report to the European Parliament and the Council on the adoption and enforcement
of crop-specific rules in the Member States and the compliance of those rules with
Article 15.

Article 16

Electronic integrated pest management and plant protection product use register

Each Member State shall designate a competent authority or competent authorities to
establish and maintain an electronic integrated pest management and plant protection
product use register or registers.

The electronic integrated pest management and plant protection product use register
or registers shall contain all of the following information:

(a) information on actions taken in pursuit of any intervention or preventative
measure and the reasons for any intervention in accordance with Article 14(1);

(b) the name of the advisor and dates and content of advice received in accordance
with Article 14(2);

(c) a report on any aerial application carried out under Article 20, as required by










The register(s) referred to in paragraph 1 shall be accessible to professional users so
that they are able to enter the electronic records in accordance with Article 14.

A competent authority referred to in paragraph 1 shall verify compliance of
professional users with Article 14.

A competent authority referred to in paragraph 1 shall, once a year submit to the
Commission a summary and analysis of the information collected under paragraph 2
and of any additional data on use of plant protection products gathered in accordance
with Article 67 of Regulation (EC) No 1107/2009.

A competent authority referred to in paragraph 1 shall share the data gathered under
points paragraph 1, points (a) and (c), with the national competent authorities in
charge of the implementation of the Directive 2000/60/EC and (EU) 2020/2184 for
cross-linking that data, in anonymised form, with environmental, groundwater and
water quality monitoring data, to enhance the identification, measuring and reduction
of risks from the use of plant protection products.

In order to ensure a uniform structure of the summary and analysis referred to in
paragraph 4, the Commission may, by means of implementing acts, adopt a standard
template for such summary and analysis. Those implementing acts shall be adopted
in accordance with the examination procedure referred to in Article 42 (2).

CHAPTER YV

USE, STORAGE AND DISPOSAL OF PLANT PROTECTION
PRODUCTS

Article 17

General requirements for the use of plant protection products for professional use and
of application equipment in professional use

A plant protection product authorised for professional use may only be used by
professional users that hold a training certificate for following courses for
professional users issued in accordance with Article 25 and use the services of an
independent advisor in accordance with Article 26(3).

More hazardous plant protection products may only be used and purchased by
professional users.

Application equipment in professional use may only be used by professional users
that hold a training certificate issued to them for following courses for professional
users in accordance with Article 25.

Within 3 years starting from date of first purchase, and every 3 years thereafter, a
professional user shall submit his or her application equipment in professional use for
inspection pursuant to Article 32. Where 3 years have passed from the date of first
purchase of application equipment in professional use, a professional user may only
use it for the application of plant protection products, if that equipment meets any of
the following conditions:





(a) the equipment has successfully passed inspection and the results have been
recorded in the electronic register of application equipment in professional use
in accordance with Article 31(6);

(b) a derogation issued under Article 32(1), first subparagraph, or paragraph
Article 32(3) 32 applies to that equipment.

At the time of submitting his equipment for inspection, the owner of the equipment
or his representative shall provide to the competent authority or body carrying out the
inspection, the information necessary for the competent authority to comply with its
record-keeping obligation pursuant to Article 29(1).

A professional user shall inspect and operate application equipment in accordance
with the manufacturer’s manual of instructions.

Article 18
Use of plant protection products in sensitive areas

The use of all plant protection products is prohibited in all sensitive areas and within
3 metres of such areas. This 3 metre buffer zone cannot be reduced by using
alternative risk-mitigation techniques.

Member States may establish larger mandatory buffer zones adjacent to sensitive
areas.

By way of derogation from paragraph 1, a competent authority designated by a
Member State may permit a professional user to use a plant protection product in a
sensitive area for a limited period with a precisely defined start and end date that is
the shortest possible but never exceeding 60 days, provided that all of the following
conditions are met:

(a) a proven serious and exceptional risk of the spread of quarantine pests or alien
invasive species;

(b) there is no technically feasible lower risk alternative control technique to
contain the spread of quarantine pests or invasive alien species.

An application by a professional user for a permit for the use a plant protection
product in a sensitive area shall include the information necessary to demonstrate that
the conditions set out in paragraph 2 are met.

The competent authority shall decide on the application for a permit for the use of a
plant protection product within 2 weeks of its submission.

The permit to use a plant protection product in a sensitive area shall indicate:
(a) the conditions for limited and controlled use by the applicant;

(b) the obligation to display notices regarding use of plant protection products on
the perimeter of the area to be treated, and any specific form such display is to
take;

(c) risk mitigation measures;

(d) the duration of validity of the permit.





A professional user that has been granted a permit to use a plant protection product in
a sensitive area shall display notices to that regard on the perimeter of the area to be
treated in the form indicated in the permit.

Where a permit for use of a plant protection product in a sensitive area is granted,
before the first day of its validity the competent authority referred to in paragraph 2
shall make publicly available the following information:

(a) the location of the use;

(b) the evidence for the exceptional circumstances justifying the application of a
plant protection product;

(c) the start and end date of the approval period of the derogation, the duration of
the validity of the derogation, which shall not exceed 60 consecutive days;

(d) the relevant weather conditions allowing a safe application;
(e) the name of the plant protection product or products;

(f) the application equipment to be used and the risk mitigation measures to be
taken.

Article 19
Measures to protect the aquatic environment and drinking water

The use of all plant protection products is prohibited on all surface waters and within
3 metres of such waters. This 3 metre buffer zone cannot be reduced by using
alternative risk-mitigation techniques.

Member States may establish larger mandatory buffer zones adjacent to surface
waters.

By the date of application of this Regulation, Member States shall have in place
appropriate measures to avoid deterioration of surface and groundwater status as well
as coastal and marine waters and allow achievement of good surface and
groundwater status, to protect the aquatic environment and drinking water supplies
from the impact of plant protection products to achieve, at least, the objectives set out
in Directives 2000/60/EC, Directive 2006/118/EC, Directive 2008/105/EC, Directive
2008/56/EC and Directive (EU) 2020/2184.

Article 20
Aerial application of plant protection products

Aerial application is prohibited.

By way of derogation from paragraph 1, a competent authority designated by a
Member State may permit aerial application by a professional user in any of the
following situations:

(a) there is no technically feasible application method to the aerial application due
to inaccessible terrain;

(b) the aerial application has a less negative impact on human health and the





environment than any alternative application method (i) because it can be





deployed in a faster timescale than land-based equipment and avoids a situation
where the number of plant pests increases due to the longer time period
required for land-based deployment or (ii) because it minimizes soil erosion
when adverse weather conditions make the land unsuitable for land vehicles,
and the following conditions are met:

(1) the application equipment installed on the aircraft is entered in the
electronic register of application equipment in professional use referred
to in Article 33(1);

(i) the aircraft is equipped with accessories that constitute the best available
technology to accurately apply the plant protection products and to
reduce spray drift;

(ii) the plant protection product is authorised for use via aerial application
under Regulation (EC) No 1107/2009.

3. An application by a professional user for a permit for aerial application shall include
the information necessary to demonstrate that the conditions set out in paragraph 2
are met.

4. Where a permit for aerial application is granted, before the first possible date of

aerial application, the competent authority referred to in paragraph 2 shall publish the
following information:

(a) the location and surface area of the aerial application indicated on a map;

(b) the validity period of the permit for aerial application, which shall be for a
limited period with a precisely defined start and end date that is the shortest
possible but never exceeding 60 days under this Article;

(c) the relevant weather conditions allowing a safe application;
(d) the name of the plant protection product or products;

(e) the application equipment to be used and the risk mitigation measures to be
taken.

5. Under Article 21, certain categories of unmanned aircrafts may be exempted from
the requirement to apply for a derogation under paragraph 4.

A professional user that has been granted a permit for aerial application shall at least
2 days before the date of each specific aerial application display notices to that effect
on the perimeter of the area to be treated.

Article 21

Use of plant protection products in aerial application by certain categories of unmanned
aircrafts

1. Where certain categories of unmanned aircrafts fulfil the criteria set out in paragraph
3, a Member State may exempt aerial application by such unmanned aircrafts from
the requirement to apply for a derogation under Article 16(2).

2. An aerial application by an unmanned aircraft may be exempted by the Member
State from the requirement to apply for a derogation where factors related to the use
of the unmanned aircraft mean that the risks from its use are lower than the risks





arising from other aerial equipment and land-based application equipment. These
factors shall include criteria relating to:

(a) the technical specifications of the unmanned aircraft, including in relation to
spray drift, number and size of rotors, payload, boom width and overall weight,
operating height and speed;

(b) the weather conditions, including wind speed;
(c) the area to be sprayed, including its topography;

(d) the availability of plant protection products authorized for use in ultra-low
volume formulations in the relevant Member State;

(e) its potential use in conjunction with real time kinematic precision agriculture in
certain cases;

(f) the level of training required for pilots operating such an unmanned aircraft;
(g) potential concurrent use of multiple unmanned aircrafts in the same area.

The Commission is empowered to adopt delegated acts in accordance with Article 41
supplementing this Regulation to specify precise criteria in relation to the factors set
out in paragraph 3 once technical progress and scientific developments allow for the
development of more precise criteria in relation to the factors set out in paragraph 3.

Article 22
Storage, disposal and handling

By the date of application of this Regulation, Member States shall have in place
effective measures and establish the necessary structures to facilitate in a manner that
does not endanger human health or the environment, the safe disposal of any unused
plant protection products, any dilute solutions containing plant protection products
and any packaging.

As regards professional users, the measures referred to in paragraph 1 shall include
detailed requirements on;

(a) safe storage and handling of plant protection products, and their dilution and
mixing before application;

(b) handling of packaging and remnants of plant protection products;
(c) cleaning of the equipment used after application;

(d) disposal of obsolete plant protection products and remnants and their
packaging in accordance with measures adopted pursuant to paragraph 1.

Member States shall take all necessary measures regarding plant protection products
authorised for non-professional users to prevent and, where prevention is not
possible, to limit dangerous handling operations. Those measures may include
measures relating to size limits for packaging or containers. Those measures may
provide that non-professional users may only use low-risk plant protection products
and other plant protection products that are in the form of ready to use formulations
and measures for the use of safe closure or a locking device for packaging or
containers. Where provision is made relating to size limits for packaging or
containers, that non-professional users may only use low-risk plant protection





products or other plant protection products that are in the form of ready to use
formulations, or for safe closure or a locking device for packaging or containers,
Member States shall notify any draft technical regulation to the Commission in
accordance with Article 5(1) of Directive 2015/1535 of the European Parliament and
of the Council®.

4. Manufacturers, distributors and professional users shall ensure that plant protection
products are stored in specific storage areas for plant protection products that are
constructed in such a way as to prevent unwanted releases. Manufacturers,
distributors and professional users shall ensure that location, size, ventilation and
construction materials of the storage unit are suitable to prevent unwanted releases
and to protect human health and the environment.

Article 23
Adyvice on the use of plant protection products

Advice on the use of a plant protection product to a professional user may only be given by an
advisor for whom a training certificate has been issued in accordance with Article 25(3) or
who is the subject of an entry in a central register has been made in accordance with Article
25(3).

CHAPTER VI

SALE OF PLANT PROTECTION PRODUCTS

Article 24
Requirements for the sale of plant protection products

1. A distributor shall only sell a plant protection product authorised for professional use
to a purchaser or his or her representative when that distributor has checked, at the
time of purchase, that the purchaser or representative is a professional user and holds
a training certificate issued in accordance with Article 25.

2. Where a purchaser is a legal person, a distributor may sell a plant protection product
authorised for professional use to a representative of the purchaser of the plant
protection product when that distributor has checked, at the time of purchase, that the
representative is the holder of a training certificate issued in accordance with Article
25.

40

Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying
down a procedure for the provision of information in the field of technical regulations and of rules on
Information Society services (codification) (OJ L 241, 17.9.2015, p. 1).





A distributor shall direct a purchaser of a plant protection product to read its label
prior to use and to use the product in accordance with the instructions on the label
and shall inform the purchaser of the website referred to in Article 27.

A distributor shall provide general information to non-professional users on the risks
to human health and the environment of the use of plant protection products,
including the information on hazards, exposure, proper storage, handling, application
and safe disposal in accordance with Directive 2008/98/EC of the European
Parliament and of the Council*, and shall recommend alternative low-risk plant
protection products and risk mitigation measures and materials or devices.

Each distributor shall ensure that it has sufficient staff that hold a training certificate
issued in accordance with Article 25, point (1)(a) available at the time of sale to
provide adequate responses to purchasers of plant protection products at the moment
of sale on their use, related health and environmental risks and the appropriate safety
instructions to manage those risks.

The distributor referred to in paragraph 5 shall inform the purchaser of a plant
protection product about less hazardous control techniques before the purchaser buys a
plant protection product with a higher risk for human health and the environment.

CHAPTER VII

TRAINING, INFORMATION AND AWARENESS RAISING

Article 25
Training and Certification

A competent authority designated in accordance with paragraph 2 shall appoint one
or more bodies to provide the following training:

(a) initial and follow up training to professional users and distributors on the
subjects listed in Annex III;

(b) practical training for professional users on the use of application equipment in
professional use;

(c) extensive training for advisors on the subjects listed in Annex III with
particular emphasis on the application of integrated pest management.

Each Member State shall designate a competent authority or authorities responsible
for the implementation of the system for the training and certification of all training
referred to in paragraph 1 and for issuing and renewing training certificates, updating
the central electronic register and overseeing that the tasks referred to in paragraph 1
are carried out by the body that provided the training.
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The training referred to in paragraph 1 could form part of the training interventions
set up by Member States according to Article 78 of Regulation (EU) No 2021/2115.

A training certificate or an entry in a central electronic register shall contain the
following information:

(a) the name of the professional user, the distributor or the advisor to whom the
training was provided;

(b) the employer of the professional user, distributor or advisor to whom the
training was provided, where that employer is a legal person or a natural person
in its professional capacity;

(c) the type of training provided, where a Member State provides different types of
training to different categories of professional users, distributors or advisors;

(d) the date on which sufficient knowledge of the relevant subjects listed in Annex
III was demonstrated;

(e) the name of the body that provided the training;
(f)  the number of hours of training;

(g) the validity period of the training certificate or entry in the central electronic
register;.

A training certificate or an entry in a central electronic register shall be valid for 10
years in the case of a distributor or professional user and for 5 years in the case of an
advisor.

Subject to paragraph 6, a training certificate or an entry in a central electronic
register shall only be made or renewed if the holder of the certificate or the person
whose name has been entered in the central electronic register demonstrates
satisfactory completion of an initial or follow up training referred to in paragraph 1,
point (a) or (c).

Notwithstanding paragraph 5, a training certificate may be issued to a person who
can demonstrate prior training through formal qualifications that demonstrate a more
extensive knowledge of the subjects listed in Annex III than would be received in the
training referred to in paragraph 1.

A competent authority designated in accordance with paragraph 2 or an appointed
body referred to in paragraph 1 shall withdraw a training certificate if it was
incorrectly issued or renewed or shall correct an entry in the central electronic
register if it was incorrectly introduced.

The Commission is empowered to adopt delegated acts in accordance with Article 41
amending Annex III in order to take into account technical progress and scientific
developments.

Article 26
Independent advisory system
Each Member State shall designate a competent authority to establish, oversee and

monitor the operation of a system of independent advisors for professional users.
That system may make use of the impartial farm advisors referred to in Article 15 of





Regulation (EU) No 2021/2115, which must be regularly trained and can be funded
under the same regulation under Art 78.

The competent authority referred to in paragraph 1 shall ensure that any advisor
registered in the system referred to in that paragraph (‘independent advisor’) is free
from any conflict of interest and, in particular, is not in a situation which, directly or
indirectly, could affect their ability to carry out their professional duties in an
impartial manner.

Each professional user shall consult an independent advisor for the purposes of
receiving the strategic advice referred to in paragraph 4.

An advisor referred to in paragraph 3 shall provide strategic advice at least once a
year on the following subjects:

(a) application of relevant control techniques to prevent harmful organisms;
(b) implementation of integrated pest management;

(c) precision farming techniques, including use of geospatial localisation
techniques, data and services;

(d) use of non-chemical methods;

(e) where chemical plant protection products are necessary, measures to effectively
minimise risks to human health and the environment, in particular to
biodiversity, including pollinators, from such use, including risk mitigation
measures and techniques.

Article 27
Information and awareness raising

Each Member State shall designate a competent authority to provide information to
the public, in particular through awareness-raising programmes, in relation to the
risks associated with the use of plant protection products.

The competent authority referred to in paragraph 1 shall establish a website or
websites dedicated to providing information on risks associated with the use of plant
protection products. That information may be provided directly or by providing links
to relevant websites of other national or international bodies.

Websites established in accordance with paragraph 2 shall include information on the
following subjects:

(a) the potential risks to human health and the environment through acute or
chronic effects relating to the use of plant protection products;

(b) the manner in which the potential risks referred to in point (a) can be mitigated;
(c) alternatives to chemical plant protection products;

(d) the procedure for approval of active substances and authorisation of plant
protection products;

(e) permits granted under Article 18 or Article 20;
(f) alink to the website referred to in Article 7;





(g) the rights of third parties to request access to information on the use of plant
protection products by addressing the relevant competent authority in
accordance with Article 67(1) of Regulation (EC) No 1107/2009.

Article 28
Information on acute and chronic poisoning

Each Member State shall designate a competent authority to maintain or put in place
systems for gathering and keeping the following information on acute poisoning
incidents and chronic poisoning arising from exposure of persons to plant protection
products:

(a) the name and authorisation number of the plant protection product and the
active substance(s) involved in the acute poisoning incident or chronic
poisoning;

(b) the number of individuals poisoned,
(¢) the symptoms of poisoning;
(d) the duration and severity of the symptoms;

(e) whether a confirmed acute poisoning incident or case of chronic poisoning
resulted from:

(i)  correct use of a plant protection product;

(1) misuse of a plant protection product;

(ii1)) use of a plant protection product that has not been authorised; or
(iv) deliberate ingestion or exposure.

By 31 August every year, each Member State shall submit to the Commission a
report containing the following information:

(a) the number of acute poisoning incidents and cases of chronic poisoning arising
from exposure of persons to plant protection products during the preceding
calendar year;

(b) the information referred to in paragraph 1 as regards each poisoning incident or
case.

The Commission shall adopt implementing acts to establish the format for the
submission of the information and data referred to in paragraph 2 of this Article.
Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 42(2).

CHAPTER VIII

APPLICATION EQUIPMENT

Article 29

Electronic register of application equipment in professional use





By ... [OP please insert the date = first day of the month following 9 months after
the date of entry into force of this Regulation], an owner of application equipment in
professional use shall enter the fact that he or she is the owner of the application
equipment in the electronic register of application equipment in professional use
referred to in Article 33, using the form set out in Annex V, unless the Member State
in which the owner uses the equipment has exempted that equipment from inspection
in accordance with Article 32(3).

If application equipment in professional use is sold, the seller and the buyer shall
enter the fact of the sale, within 30 days after the sale, in the electronic register of
application equipment in professional use referred to in Article 33, using the form set
out in Annex V, unless the application equipment in professional use has been
exempted from inspection in the relevant Member State(s) in accordance with Article
32(3). A similar obligation to enter a transfer of ownership in the electronic register
applies in the case of any other changes of ownership of application equipment in
professional use that has not been exempted from inspection in the relevant Member
State(s) in accordance with Article 32(3).

If application equipment in professional use is removed from use and is not intended
to be used again, its owner shall, within 30 days after the removal from use, enter the
fact that the equipment has been removed from use in the electronic register of
application equipment in professional use referred to in Article 33, using the form set
out in Annex V.

If application equipment in professional use is returned to use, its owner shall, within
30 days after the return to use, enter that fact in the electronic register of application
equipment in professional use referred to in Article 33 using the form set out in
Annex V.

The Commission is empowered to adopt delegated acts in accordance with Article 41
amending Annex VI in order to take into account technical progress and scientific
developments.

Article 30
Collection of information and controls

Each Member State shall designate one or more competent authorities to:

(a) establish and maintain a centralised electronic register to record information on
all application equipment in professional use in the Member State;

(b) use the centralised electronic register to receive and process third party entries
regarding ownership, transfer of ownership, sale, removal from use and return
to use of application equipment in professional use;

(c) inspect, or oversee the inspection of, application equipment in accordance with
paragraphs (1), (2), (3), and (6) of Article 31;

(d) issue, or oversee the issuing of, certificates of inspection in accordance with
paragraph (7) of Article 31.

Where the designated competent authority does not carry out the inspection of
application equipment in professional use, it shall designate one or more bodies to
carry out such inspections.





Each Member State shall carry out official controls to verify compliance by operators
with the provisions of this Regulation relating to application equipment. Member
States shall take appropriate follow-up measures to remedy any specific or systemic
shortcomings identified through controls performed by the Commission experts in
accordance with paragraphs 3 and 4. They shall give the necessary assistance to
ensure that the Commission experts have access to all premises or parts of premises,
and goods, and to information, including computer systems, relevant for the
execution of their duties.

Commission experts shall perform controls, including audits, in each Member State
to verify the application of the rules relating to application equipment provided for in
this Regulation. The experts may investigate and collect information on official
controls and enforcement practices in the area of application equipment.

The Commission shall:

(a) prepare a draft report on the findings and on recommendations addressing the
shortcomings identified by its experts during these controls;

(b) send to the Member State where those controls have been performed a copy of
the draft report provided for in point (a) for its comments;

(c) take the comments of the Member State referred to in point (b) into account in
preparing the final report on the findings of the controls performed by its
experts in the Member States as provided for in this Article;

(d) make publicly available the final report referred to in point (¢) and the
comments of the Member States referred to in point (b).

Article 31
Inspection of application equipment in professional use

The competent authority referred to in Article 30 or a body designated by it shall
inspect application equipment in professional use every 3 years, starting from the
date of first purchase. The competent authority shall ensure that there is sufficient
staff, equipment and other resources necessary for the inspection all application
equipment due for inspection, within the three year cycle.

The inspection referred to in paragraph 1 shall verify whether the application
equipment in professional use complies with the requirements listed in Annex IV.

The inspection shall be carried out at a location where the risk of pollution and water
contamination can be avoided. The influence of external conditions on the
reproducibility of the results of the inspection, such as effects of wind and rain, shall
be minimised by the authority or body carrying out the inspection.

All equipment necessary for an inspection and used by the inspector for testing the
application equipment shall be accurate, in good condition and checked and where
necessary calibrated at regular intervals.

The owner of the application equipment in professional use shall ensure that the
application equipment is clean and safe before the inspection starts.

The results of each inspection for which application equipment in professional use
passes the test shall be recorded by the competent authority referred to in Article 30





10.

I1.

in the centralised electronic register of application equipment in professional use
referred to in Article 33.

A certificate of inspection shall be issued by the competent authority referred to in
Article 30 to the owner of application equipment in professional use where that
equipment complies with the requirements listed in Annex IV.

A record as referred to in paragraph 6 shall be valid for 3 years unless a Member
States provides for a different inspection interval pursuant to Article 32.

Each Member State shall recognise a certificate as referred to in paragraph 7 or a
record as referred to in paragraph 6 for application equipment in professional use
registered in another Member State.

The Commission is empowered to adopt delegated acts in accordance with Article 41
amending this Article and Annex IV in order to take into account technical progress
and scientific developments.

Application equipment in professional use inspected in compliance with harmonised
inspection standards developed in accordance with Regulation (EU) No 1025/2012 of
the European Parliament and of the Council* shall be presumed to comply with the
requirements listed in Annex IV.

Article 32

Member State derogations regarding inspection of application equipment in

professional use

A Member State may, after carrying out the risk assessment referred to in paragraph
2, lay down less stringent inspection requirements and provide for different
inspection intervals than those set out in Article 31 to application equipment in
professional use which represents a very low scale of use estimated by way of the
risk assessment referred to in paragraph 2 and which is listed in the national action
plan referred to in Article 8.

This paragraph shall not apply to the following application equipment in professional
use:

(a) spraying equipment mounted on trains or aircraft;

(b) horizontal boom sprayers which are larger than 3 m, including sprayers that are
mounted on sowing equipment which is larger than 3 m wide;

(c) wvertical boom sprayers, orchard sprayers or blast sprayers.

Before laying down less stringent inspection requirements and different inspection
intervals, as referred to in paragraph 1, a Member State shall carry out a risk
assessment on their potential impacts on human health and the environment. The
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competent authority referred to in Article 30 shall maintain a copy of the risk
assessment for control by the Commission.

A Member State may exempt from inspection under Article 31 handheld application
equipment or knapsack sprayers, in professional use, based on a risk assessment on
their potential impact on human health and the environment, which shall include an
estimation of the scale of use. The competent authority referred to in Article 30 shall
maintain a copy of the risk assessment for control by the Commission.

Application equipment in professional use that has been exempted from inspection in
accordance with paragraph 3 shall not be subject to the notification requirements
under Article 29 or the registration requirements under Article 33.

Article 33
Electronic register of application equipment in professional use

Each competent authority designated by a Member State pursuant to Article 30 shall
establish and maintain a centralised electronic register to record:

(a) information entered by third parties pursuant to Article 25;

(b) records of inspections and certificates as set out in Article 31, paragraphs 6 and
7; and

(c) other information as set out in paragraph 2 on application equipment in
professional use in its Member State that has not been exempted from
inspection under Article 32(3).

The competent authorities referred to in Article 30 shall, at the time of inspection,
record the following information:

(a) the name of the body carrying out the inspections;

(b) the unique ID of the application equipment, if available;
(c) the date of manufacture, if available;

(d) the name and address of the current owner;

(e) where there has been a transfer of ownership, the date of each transfer and the
name and address of previous owners within the last 5 years;

(f) the tank size;
(g) the width of the spray boom, if applicable;

(h) the nozzle type(s) present on the application equipment at the time of
inspection;

(i) in the case of boom sprayers, whether geospatial localisation technology
section and/or nozzle control is present or absent on the application equipment;

(j)  for equipment older than 3 years, the date of each inspection carried out in
accordance with Article 31;

(k)  whether the application equipment passed or failed each inspection carried out
under Article 31;

(I)  the reasons for any failed inspection.





3. Where application equipment does not bear a unique ID as referred to in paragraph 2,
point (b), the competent authorities referred to in Article 30 shall make provision for
the supply of a unique ID.

CHAPTER IX

METHODOLOGY FOR CALCULATING REDUCTION
TARGETS AND HARMONISED RISK INDICATORS

Article 34

Methodology for calculating progress towards achieving the two national and two Union
2030 reduction targets

1. The methodology for calculating progress towards achieving the two Union 2030
reduction targets and the two national 2030 reduction targets until 2030 is laid down
in Annex I. This methodology shall be based on statistical data collected in
accordance with Regulation (EC) No 1185/2009.

2. Using the methodology set out in Annex I, the Commission shall calculate the results
of progress towards achieving the two Union and two national 2030 reduction targets
annually until 2030 and publish those results on the website referred to in Article 6.

Article 35
Methodology for calculating harmonised risk indicators 1, 2 and 2a

I. The methodology for calculating progress in relation to harmonised risk indicators 1,
2 and 2a, at both Union and Member State level, is laid down in Annex VI. This
methodology shall be based on statistical data collected in accordance with
Regulation (EC) No 1185/2009.

2. Using the methodology set out in Annex VI, the Commission shall calculate the
results of harmonised risk indicators 1, 2 and 2a annually at Union level and shall
publish the results of its calculation on the website referred to in Article 7.

3. Using the methodology set out in Annex VI, each Member State shall calculate the
results of harmonised risk indicators 1, 2 and 2a on an annual basis at national level.

4. The Commission is empowered to adopt delegated acts in accordance with Article 41
amending this Article and Annex VI in order to take into account technical progress,
including progress in the availably of statistical data, and scientific developments.

Article 36

1. Each Member State shall evaluate the results of each calculation of (a) progress
towards achieving each of the two national 2030 reduction targets and (b)
harmonised risk indicators at Member State level, as set out in Articles 34 to 35, each
time the calculations are performed.

2. Evaluations of the harmonised risk indicators at Member State level referred to in
Article 35 shall:





(a) identify five active substances influencing the result most significantly;

(b) specify the crops or situations and the target pests on which the active
substances referred to in point (a) are used;

(c) specify available non-chemical methods to combat those pests;

(d) summarise the actions taken to reduce the use and risk of the active substances
referred to in point (a) and any barriers to the adoption of alternative pest
controls.

3. Member States shall communicate the results of the calculations of harmonised risk
indicators at Member State level, as specified in Annex VI, and the associated
evaluations carried out pursuant to this Article to the Commission and to the other
Member States and shall publish this information and other national indicators or
quantifiable objectives referred to in paragraph 4 on the websites referred to in
Article 27(2).

4. Further to harmonised risk indicators specified in Annex VI and the data specified in
Annex II, Member States may additionally continue to use existing, or to develop
additional, national indicators or quantifiable objectives, and other data collected at a
national or regional level, including future data on the use of plant protection
products, that relates to the indicators and targets referred to in paragraphs 1 and 2 of
this Article.

CHAPTER X

ADMINISTRATIVE AND FINANCIAL PROVISIONS

Article 37
Information on designated competent authorities
By ... [OP: please insert the date = the first day of the month following six months years

after the date of entry into force of this Regulation], each Member State shall inform the
Commission of the competent authorities designated in accordance with this Regulation.

Article 38

Penalties
Member States shall lay down the rules on penalties applicable to infringements of this
Regulation and shall take the measures necessary to ensure that they are implemented. The
penalties provided for shall be effective, proportionate and dissuasive. Member States shall

without delay notify the Commission of those rules and of those measures and shall notify it,
without delay, of any subsequent amendment affecting them.

Article 39

Fees and charges





Member States may recover the costs related to carrying out their obligations under this
Regulation by means of fees or charges.

CHAPTER XI

DELEGATED POWERS AND COMMITTEE PROCEDURE

Article 40

Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the
conditions laid down in this Article.

2. The power to adopt delegated acts referred to in Articles 13(10), 21(3), 25(7), 31(10),
and 35(4)) shall be conferred on the Commission for an indeterminate period.

3. The delegation of power referred to in Articles 13(10), 21(3), 25(7), 31(10), and

35(4) may be revoked at any time by the European Parliament or by the Council. A
decision to revoke shall put an end to the delegation of the power specified in that
decision. It shall take effect the day following the publication of the decision in the
Official Journal of the European Union or at a later date specified therein. It shall not
affect the validity of any delegated acts already in force.

4. Before adopting a delegated act, the Commission shall consult experts designated by
each Member State in accordance with the principles laid down in the
Interinstitutional Agreement of 13 April 2016 on Better Law-Making.

5. As soon as it adopts a delegated act, the Commission shall notify it simultaneously to
the European Parliament and to the Council.
6. A delegated act adopted pursuant to Articles 13(10), 21(3), 25(7), 31(10), and 35(4)

shall enter into force only if no objection has been expressed either by the European
Parliament or the Council within a period of two months of notification of that act to
the European Parliament and the Council or if, before the expiry of that period, the
European Parliament and the Council have both informed the Commission that they
will not object. That period shall be extended by two months at the initiative of the
European Parliament or of the Council.

Article 41
Committee procedure

1. The Commission shall be assisted by the Standing Committee on Plants, Animals,
Food and Feed established by Article 58(1) of Regulation (EC) No 178/2002 of the





European Parliament and of the Council®. That committee shall be a committee
within the meaning of Regulation (EU) No 182/2011.

Where reference is made to this paragraph, Article 5 of Regulation (EU) No
182/2011 shall apply.

Where the committee delivers no opinion, the Commission shall not adopt the draft
implementing act and Article 5(4), third subparagraph, of Regulation (EU) No
182/2011 shall apply.

CHAPTER XII
FINAL

PROVISIONS

Article 42

Commission evaluation

No sooner than seven years after the date of application of this Regulation /OP:
please insert the date], the Commission shall carry out an evaluation of this
Regulation based on the following:

(a) the trends in progress and other quantitative data provided in annual progress
and implementation reports in accordance with Article 10(2);

(b) the analysis of the annual trends and data published by the Commission every 2
years in accordance with Article 11;

(c) the report on annual progress and implementation reports previously submitted

by the Commission to the European Parliament and Council in accordance with
Article 11(6) ;

(d) any other information necessary for the preparation of the evaluation.

Member States shall provide the Commission with the information necessary for the
preparation of that evaluation.

The Commission shall present a report on the main findings to the European
Parliament, the Council, the European Economic and Social Committee, and the
Committee of the Regions.

Article 43
Repeal of Directive 2009/128/EC

Directive 2009/128/EC is repealed.

43

Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Food Safety





Authority and laying down procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1).





2. References to the repealed act shall be construed as references to this Regulation and
read in accordance with the correlation table set out in Annex VII.

Article 44
Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

It shall apply from ... [OP: please insert the date = the first day of the month following ...
months after the date of entry into force of this Regulation] .

However, Article 21 shall apply from [OP: please insert the date = 3 years after the date of
entry into force of this Regulation

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the European Parliament For the Council
The President The President
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Definitions, abbreviations, and terminology

In the framework of this Note, the following definitions apply:

Agronomic techniques are measures that can be used for the prevention and suppression of harmful organisms
and are among other options:
- crop rotation,
- use of adequate cultivation techniques (e.g., stale seedbed technique, sowing dates and densities, under-
sowing, conservation tillage, pruning and direct sowing),
- use, where appropriate, of resistant/tolerant cultivars and standard/certified seed and planting material,
- use of balanced fertilisation, liming and irrigation/drainage practices,
- preventing the spreading of harmful organisms by hygiene measures (e.g., by regular cleansing of ma-
chinery and equipment),
- protection and enhancement of important beneficial organisms, e.g., by adequate plant protection
measures or the utilisation of ecological infrastructures inside and outside production sites.
(According to Annex Il of Directive 2009/128/EC)°

The term botanical active substance or 'plant extract, botanicals' covers a highly heterogeneous group of sub-
stances ranging from simple plant powders to unprocessed and processed plant extracts. Furthermore, botanicals

or plant extracts may be highly refined (e.g., one single active substance) or represent a complex mixture of
components of which all or only some are biologically active.

(See Guidance Document on Botanical Active Substances and Plant Protection Products; SANCO/11470/2012
-rev. 8, 20 March 2014)4

Category 4 studies: According to the Guidance Document on the Renewal of Authorisations according to
Article 43 of Regulation (EC) No 1107/2009° 'category 4 studies' are data that are directly related to new guid-
ance in place at the time of submission or to a new/revised endpoint decided at the time of the renewal of the
approval of the active substance (endpoints as listed in the supporting information to the EFSA conclusions)
and for which the time is too short from the publication of the EFSA conclusion to produce the requested study.

CIRCABC is a collaborative platform of the European Union, which offers easy distribution and management
of documents (e.g., draft Registration Reports); distribution and management of documents on CIRCABC is
restricted to competent authorities: https://circabc.europa.eu/ui/welcome

The MUCF Commodity Expert Groups (CEG) work to close, as a joint effort, minor use gaps at the EU level
by finding chemical or non-chemical solutions within an Integrated Pest Management (IPM) framework. A link

to the CEGs Terms of Reference is provided in Chapter 9.

Under the European Economic Area Agreement®, three of the four EFTA states: Iceland, Liechtenstein and
Norway, have implemented Regulation (EC) No 1107/2009”. Norway and Iceland are part of Zone A — North,
and Liechtenstein is part of Zone B — Central. They can be part of the zonal system and operate as an EU
Member State regarding the evaluation and assessment of plant protection products®. Switzerland is not a part

3 https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009L0128

4 https://ec.europa.eu/food/system/files/2016-10/pesticides_ppp_app-proc_guide doss botanicals-rev-8.pdf
3 https://ec.europa.cu/food/system/files/2016-11/pesticides aas guidance renewal 1107-2009.pdf

6 https://www.efta.int/eca/cea-agreement

7 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014D0675&from=EN

8 With the exception of Liechtenstein.
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of the European Economic Area Agreement, and it has not implemented Regulation (EC) No 1107/2009. How-
ever, the Swiss authorisation procedures are aligned with the EU procedures, and Switzerland participates
actively in the MUCF.

EPPQO Codes are computer codes developed for plants and pests (including pathogens) and uses of plant pro-
tection products in agriculture and plant protection. This harmonised coding system aims to facilitate the
management of plant, pest and PPP usage names in computerised databases and data exchange between IT
systems. EPPO Codes are available in the EPPO Global Database (https://gd.eppo.int/PPPUse/).

EUMUDA is the European Minor Uses Database. It is an essential tool to collect minor use needs from EU
Member States, the United Kingdom, Norway and Switzerland, to follow-up on these needs, manage all MUCF
collaborative projects, and provide additional information on minor uses in Europe (www.eumuda.cu). Accord-
ing to Article 51 (8) of Regulation (EC) No 1107/2009), EU Member States shall establish and regularly update
a list of minor uses.

EU Pesticides Database contains information on the approval status of active substances according to Regula-
tion (EC) No 1107/2009, and Pesticides EU-MRLs according to Regulation (EC) No 396/2005Error!
Hyperlink reference not valid. (https://ec.europa.cu/food/plants/pesticides/eu-pesticides-database en)

Homologa is a Global Crop Protection Database about plant protection products and their Maximum Residue
Limits (MRLs) (https://v5.homologa.com/en/).

The MUCF Horizontal Expert Group (HEG) discusses general issues related to minor uses, as identified by
the MUCF Commodity Expert Groups, the Minor Uses Steering Group or its members, aiming at harmonised
procedures and at creating a level playing field among the EU Member States, UK, Norway and Switzerland.
A link to the HEG's Terms of Reference is provided in Chapter 9.

Interregional Research Project No. 4 (IR-4) is a programme of minor uses in the USA, federally funded and
established in 1963. IR-4 conducts the research necessary for obtaining registrations of pest control agents
needed to grow minor crops. The Mission Statement for the IR-4 Project is to 'Facilitate Registration of Sus-

tainable Pest Management Technology for Specialty Crops and Minor Uses' (https://www.irdproject.org/).

The abbreviation IPM stands for Integrated Pest Management. Additional information on IPM is given in Ap-
pendix I
(According to Article 3(6) of Directive 2009/128/EC)°

A micro-organism is any microbiological entity, including lower fungi and viruses, cellular or non-cellular,
capable of replicating or transferring genetic material.
(According to Article 3(15) of Regulation (EC) No 1107/2009)"

A minor use need is an identified plant protection problem on minor/speciality/niche crops or against plant

protection problems that are not routinely encountered on major crops. These needs are compiled in a 'minor
use needs table' in EUMUDA.

The MUCEF, established in 2015 and based in Paris (France), is the European Minor Uses Coordination Facility
(https://www.minoruses.cu/) and is hosted by the European and Mediterranean Plant Protection Organization
(EPPO).

National Minor Uses Contact Points of the MUCF are appointed by their EU Member States or the UK,
Norway, and Switzerland. The responsibility of the National Minor Uses Contact Point is related to:

9 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02009L.0128-20091125& from=EN
19 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009R 1107 & from=EN
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- The appointment of experts to Commodity Expert Groups (CEG) and the Horizontal Expert Group
(HEG).

- Adding information to the European Minor Uses Database (EUMUDA).

- Setting priorities in the 'table of needs'.

- Replying to requests from the European Minor Uses Coordination Facility (MUCF).

- The coordination of responses within their EU Member State or the UK, Norway or Switzerland.

Non-chemical methods are alternative methods to chemical pesticides for plant protection and pest manage-
ment, based on agronomic techniques such as those referred to in point 1 of Annex III to Directive 2009/128/EC,
or physical, mechanical or biological pest control methods.

(according to Article 3(8) of Directive 2009/128/EC)"!

The Pest Management Centre (PMC), established in 2003, is the Canadian equivalent of the USA IR-4 pro-
gramme. The PMC is a partnership between the grower community, federal and provincial governments, and
the crop protection industry to improve Canadian growers' access to new and reduced-risk tools and approaches
for crop protection (https://agriculture.canada.ca/en).

PPPAMS is the EU Plant Protection Products Application Management System. The PPPAMS is developed
by the European Commission to enable industry users to create applications for PPPs and submit these to EU
countries for evaluation. PPPAMS can currently be used for the following applications: 'First authorisation of a
PPP', 'Mutual Recognition' and 'Emergency authorisations'. In the future the following applications will also be
possible with PPPAMS: 'Amendment or withdrawal of an existing authorisation', 'Renewal of authorisation',
'Application for Minor Uses' and 'Parallel trade permits' (Information based on the situation on 2022-02-14).
EU countries then manage these applications within the system, concluding with authorisation of the PPP or
refusal of the application (https://ec.europa.eu/food/plant/pesticides/authorisation_of ppp/pppams_en).

A MUCEF project is a minor use need with agreed on actions to be taken by a Commodity Expert Group to
solve this minor use need. Projects are entered in EUMUDA (European Minor Uses Database).

A MUCEF project plan is a document that contains some basic information on the minor use need, the possible
solution, the project, the project leader and parties involved to clarify the role of the parties participating /in-

volved in the project.

A MUCF project leader will coordinate the work on a project and be responsible for the communication be-
tween the pesticide company/registration holder and the participating EU Member States, the UK, Norway,
Switzerland and stakeholders.

MUCEF project members support the work of the project leader according to the arrangements laid down in
the project plan.

Public interest reflects the national view on the usefulness of granting authorisation and is defined by an indi-
vidual EU Member State.

SCoPAFF is the Standing Committee on Plants, Animals, Food and Feed. It plays a crucial role in ensuring that
Union measures on food and feed safety, animal health & welfare, and plant health are practical and effective.
It delivers opinions on draft measures that the Commission intends to adopt.

(https://ec.europa.eu/food/horizontal-topics/committees/paff-committees en)

Semiochemical active substances refer to active substances emitted by plants, animals, and other organisms

and are used by these organisms for communication.

' https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009L0128
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(see Guidance Document on Semiochemical Active Substances and Plant Protection Products;
SANTE/12815/2014 rev. 5.2, May 2016)"

Zones (Definition of different zonal systems):

Definition of EPPO climatic zones for performing efficacy trials. For the efficacy evaluation of plant protec-
tion products Europe has been divided by the European and Mediterranean Plant Protection Organization
(EPPO) into 4 EPPO climatic zones. These EPPO zones consider different agro-climatic subareas for the pur-
pose of comparability of efficacy evaluation trials on PPPs. These zones are the Mediterranean zone, the
Maritime zone, the North-East zone and the South-East zone (https://pp1.eppo.int/standards/PP1-241-2).

Definition of regulatory zones for the authorisation of plant protection products as referred to in Article 3(17)
of Regulation (EC) No 1107/2009 (According to Annex I of Regulation (EC) No 1107/2009).

- Zone A - North
The following Member States belong to this zone: Denmark, Estonia, Latvia, Lithuania, Finland, Sweden.
- Zone B - Central

The following Member States belong to this zone: Belgium, Czech Republic, Germany, Ireland, Luxembourg,
Hungary, Netherlands, Austria, Poland, Romania, Slovenia, Slovakia, United Kingdom.

- Zone C - South

The following Member States belong to this zone: Bulgaria, Croatia, Greece, Spain, France, Italy, Cyprus,
Malta, Portugal.

Definition of residue zones for performing residue field trials. Residue field trials should represent the zones
where an EU authorisation is granted or envisaged. Concerning the pesticide residue assessment, the EU is
divided into the two geographical zones that are considered to represent comparable conditions, Northern and
Central Europe (NEU) and Southern Europe and the Mediterranean (SEU).

- Northern and Central Europe (NEU)

The following Member States belong to this zone: Austria, Belgium, Czech Republic, Denmark, Estonia, Fin-
land, France*, Germany, Hungary, Ireland, Latvia, Lithuania, Luxembourg, Netherlands, Poland, Romania,
Slovakia, Slovenia, and Sweden. As part of the Northern Zone under Regulation (EC) No 1107/2009, Iceland,
Liechtenstein and Norway are considered part of the NEU under the EEA Agreement.

- Southern Europe and the Mediterranean (SEU)

The following Member States belong to this zone: Bulgaria, Croatia, Cyprus, France*, Greece, Italy, Malta,
Portugal and Spain.

(*)The French metropolitan territory is divided between the two geographical zones
For crops grown in greenhouses, one residue zone applies across the EU.

(https://ec.europa.eu/food/system/files/2020-11/pesticides mrl guidelines app-d.pdf)

All references in this section of the Minor Use Explanatory Note were last accessed and checked for validity in
November 2021.

12 https://ec.europa.eu/food/system/files/2016-10/pesticides ppp_app-proc_guide doss semiochemicals-201605.pdf

6
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1 Introduction & Background

Minor uses of plant protection products are uses on minor crops against harmful organisms'®. A minor use can
be likewise a harmful organism that on occasion is damaging in a major crop. In addition, growth regulation of
a minor crop is also considered a minor use.

Minor crops have a high economic value for farmers but may be of low economic interest for the crop protection
industry. Applicants may face difficulties gaining authorisation for 'minor uses' due to the extensive data pack-
ages required for authorisation to market plant protection products. This leads to a lack of authorised products
on the market for farmers to be used on these crops, which can lead to loss of crop production with a severe
economic impact on the farmers. Not only does a lack of efficient crop protection solutions (e.g., limited pesti-
cide options) hinder the development of minor crop production, as described in a French study, other
interconnected obstacles create a socio-technical lock-in in favour of the dominant major crop species. Chal-
lenges occur at every link of the production chain for the minor crop: poor availability of improved varieties
(lower breeding investments than for major species), scarcity of quantified information on crop rotations, the
complexity of the knowledge to be acquired by farmers to produce speciality crops, logistical constraints con-
cerning the collection and the storage and the processing and distribution of the minor crop produce, and
difficulties of coordination of all involved stakeholders within the emerging value chain'“.

However, minor crops in Europe include, for example, most vegetables, fruits, hops, berries, mushrooms,
nursery & ornamental plants, rice, tobacco, herbs & spices, most seeds, and some arable crops. It is estimated
that overall, they represent more than EUR 60 billion per year, which equates to 20% of the total European
Union plant production value'®. Minor crops are not only of great economic importance for European agriculture
(economic impact), but their production also enriches the biodiversity of the agroecosystems at the regional
level (environmental impact). Crop diversification is considered a significant lever to increase the sustainability
of arable farming systems, allowing reduced inputs, increasing the heterogeneity of habitats or reducing the
yield gaps associated with too frequent returns of the same crop species '*. Minor crops which are largely pro-
duced in highly specialised (e.g., labour and capital-intensive) production systems create jobs in rural areas and
thus counteract rural depopulation (socio-economic impact). Finally, consumption of edible minor crops can
diversify the diet of Europeans, and increased consumption of certain fruits and vegetables are considered to
reduce the risk of some types of cancer and coronary heart disease (health impact)'®.

Due to the multifactorial importance of these crops in Europe, the term 'speciality or niche crop' could be used
rather than 'minor crop' as this better reflects the relevance of these crops. The term minor crop, speciality crop
or niche crop are proposed to be used interchangeably, as to date, no harmonised definition for 'minor crop'
exists in Europe, and national definitions vary. A European-wide applicable definition criteria for a minor crop
would be useful and should be developed.

13 "harmful organisms" means any species, strain or biotype belonging to the animal kingdom or plant kingdom or patho-
genic agent injurious to plants or plant products, according to Article 3(7) of Directive 2009/128/EC.

14 Meynard, JM., Charrier, F., Fares, M. et al. (2018). Socio-technical lock-in hinders crop diversification in France.
Agron. Sustain. Dev. 38, 54. https://doi.org/10.1007/s13593-018-0535-1

15 Lamichhane, Jay Ram & Arendse, Wilma & Dachbrodt-Saaydeh, Silke & Kudsk, Per & Roman, Johan & Bijsterveldt-
Gels, José & Wick, Mario & Messean, Antoine. (2015). Challenges and opportunities for integrated pest management in
Europe: A telling example of minor uses. Crop Protection. 74. 42-47. 10.1016/j.cropro. 2015.04.005.

16 Kendall, Cyril W.C. & Esfahani, Amin & Jenkins, David J.A (2010). The link between dietary fibre and human health.
Food Hydrocolloids. Volume 24. Issue 1. Pages 42-48. ISSN 0268-005X.
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As the economic incentive for industry to apply for an authorisation is limited for certain uses and to ensure that
diversification of agriculture and horticulture is not jeopardised by the lack of availability of plant protection
products, specific rules have been established for minor uses.

These specific provisions are laid down in Article 51 of Regulation (EC) No 1107/2009 (see page 22). Other
incentives are related to extended data protection (Article 59), and minor uses should be considered when ap-
plying comparative assessment (Article 50). The provision of Article 53 (emergency authorisation in plant
protection) should not be used as a standard solution for minor uses problems. However, it is recognised that
the withdrawal of authorisations due to non-renewal of active substances, combined with increasing resistance
problems, leads to increased applications for Article 53 as a short-term measure whilst alternatives are sought.

To address the 'minor uses' problem more coherently, the European Commission has made specific provisions
in the Regulation (EC) No 1107/2009 and assisted in establishing the European Minor Uses Coordination Fa-
cility (MUCEF), providing a financial contribution to its funds. The MUCF serves as an information exchange
platform to support the identification of solutions to plant protection issues for speciality crops in an Integrated
Pest Management (IPM) framework (General principles of IPM, as laid down in the Sustainable Use of Pesticide
Directive 2009/128/EC are summarised in Appendix II, page 23). This enables farmers in the European region
to produce high-quality crops through improved availability of crop protection tools, thus contributing to sus-
tainable European agriculture.

The mission of the MUCF is to support Members in closing minor uses gaps through efficient collaboration to
improve the availability of chemical and non-chemical solutions within an IPM framework to enable European
farmers to produce high-quality crops.

Although, in general, the application for an extension for minor uses according to Article 51 follows the same
(zonal) procedure as other applications, there are currently differences in the implementation of the minor use
provisions of Regulation (EC) No 1107/2009. This creates uncertainty and divergence between the EU Member
States and some MUCF Member Countries. Whilst different approaches may be consistent with the Regulation,
greater harmonisation would support the authorisation of minor uses on a national and zonal level.

One of the outcomes of the consultation performed as part of the REFIT! process is that the availability of plant
protection products for minor uses is negatively affected by a lack of clarity regarding the rules for authorisation
and harmonisation between the EU Member States.

For this Note, 'minor uses' refers to 'minor uses' as defined in Article 3(26)'® of Regulation (EC) No 1107/2009:

A Minor Use means use of a plant protection product in a particular EU Member State on plants or plant
products which are:

(a) not widely grown in that Member State, or

(b) widely grown, to meet an exceptional plant protection need.

17 The Refit programme (Regulatory Fitness and Performance Programme) was established by the European Commission
to verify if existing legislation is (still) fit for purpose and to improve existing EU legislation.
https://ec.europa.cu/info/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-
less-costly-and-future-proof en

18 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009R 1107 &from=EN
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2 Objectives & Scope

2.1 Objectives

This 'Explanatory Note on Minor Uses' on the implementation of Article 51 and other provisions related to
minor uses (hereinafter referred to as the 'Note') has been developed to encourage EU Member States, the United
Kingdom, Norway and Switzerland to take a consistent approach in the evaluation of dossiers, the use of the
risk envelope approach, and in the use of relevant extrapolation tables, e.g. EPPO efficacy extrapolation tables'’
and extrapolation possibilities for residues (as listed in the Technical Guideline on data requirements for setting
MRLs, comparability of residue trials and extrapolation of residue data on products from plant and animal
origin®® [Repealing and replacing the existing Guidance Document SANCO 7525/V1/95 REV. 10.3]).

The Note is intended to stimulate the practical implementation of Regulation (EC) No 1107/2009, to reduce
obstacles and other impediments for mutual recognition of minor uses between EU Member States, the United
Kingdom, Norway, Switzerland and to encourage harmonisation.

The Note explains the application procedures to professional users, agricultural organisations, official or scien-
tific bodies involved in agricultural activities and other stakeholders.

2.2 Scope

The Note has been developed to provide comprehensive information on minor uses procedures in the context
of the implementation of Article 51 and other provisions related to minor uses for different parties such as
authorisation holders, official or scientific bodies involved in agricultural activities, professional agricultural
organisations, professional users and competent authorities, as well as for the MUCF Commodity Expert Groups
(Chapter 8) and Horizontal Expert Groups (HEG).

Issues related to safeners and synergists (according to Article 25(3) of Regulation (EC) No 1107/2009) are not
considered in this Note.

3 EU approval of active substances, authorisation of plant protection products
and legal framework

The approval process for active substances and the authorisation process for plant protection products are sum-
marised below.

3.1 General description of the approval process

Active substances have to be approved under Regulation (EC) No 1107/2009, and a dossier has to be compiled
according to the data requirements as laid down in Part A and Part B of Regulation (EU) No 283/2013 (active
substance) and Part A and Part B of Regulation (EU) No 284/2013 (plant protection product). The legal frame-
work is also the basis for the peer review and decision-making process, and therefore the data requirements and
the protection goals as laid down in the Uniform Principles, Part I and Part II (Regulation (EU) No 546/2011),
have to be respected.

In general, data requirements can be fulfilled by submitting studies, a reasoned approach and relevant literature.
If applicants submit relevant literature, they should explicitly reference the specific data requirements addressed

19 https://www.eppo.int/ACTIVITIES/plant_protection_products/extrapolation_tables
20 https://ec.europa.eu/food/system/files/2020-11/pesticides mrl_guidelines app-d.pdf
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by this literature. Where scientific literature is provided, it should have been searched for and selected without
bias and determined to be 'reliable'. In this respect, the EFSA guidance on the submission of scientific peer-
reviewed open literature applies (EFSA 2011; see also Article 8(5) of Regulation (EC) No 1107/2009)*'.

When providing technical reports/studies on the properties or safety on the active substance concerning human
or animal health, the environment or efficacy, the tests and analyses should be conducted under the principles
of Good Laboratory Practice (GLP) and Good Experimental Practice (GEP) according to the provisions in Ar-
ticle 3(19)(20) of Regulation (EC) No 1107/2009 and Regulation (EU) NO 283/2013, Introduction Point 3 and
Regulation (EU) No 284/2013, Introduction Point 3 with the underlying practical arrangements. Residue data
must be provided according to good experimental practice (GEP) and good laboratory practice (GLP). However,
the GLP- and GEP-requirement is accepted as not applying to studies reported in a journal with a published
robust peer-review policy.

It should be noted that the test methods should be those specified in Commission Communications 2013/C 95/01
and 2013/C 95/02. Any other methods used or deviations from the methods should be justified. Where the
identity of the test substance or material has not been adequately specified, or its stability in dosing vehicles or
solvents used is questionable, the impact on the validity/reliability and usefulness of the test or study has to be
assessed.

More detailed information on the EU approval process for active substances is given at:
https://ec.europa.eu/food/plants/pesticides/approval-active-substances en

3.2 General description of the authorisation process of plant protection products

Plant protection products (PPPs) contain at least one approved active substance; these include compounds from
different origins, e.g., 'conventional' chemicals and biologicals such as micro-organisms, pheromones, semio-
chemicals or botanicals.

Before any PPP can be placed on the market or used, it must be authorised in the Member State(s) concerned.
A zonal system operates in the EU to enable a harmonised and efficient system.

The EU is divided into three regulatory zones for authorising plant protection products: North, Central and
South. The implementation of the zonal system is laid down in SANCO/13169/2010 rev. 11 - 25 Jan 2021
'Guidance Document on zonal evaluation and mutual recognition, withdrawal and amendment of authorisations
under Regulation (EC) No 1107/200922,

A Member State assesses applications on behalf of other countries in their zone or on behalf of all zones. Reg-
ulation (EC) No 1107/2009 sets out the requirements, procedure and timeframes for authorisation of PPPs.
Further details about authorisation for minor uses are provided in Chapter 4 of this Note.

More detailed information on the EU authorisation process is given in:
https://ec.europa.eu/food/plants/pesticides/authorisation-plant-protection-products_en

2! https://www.efsa.europa.eu/en/efsajournal/pub/2092

22 https://ec.europa.eu/food/system/files/2021-01/pesticides aas guidance mut rec en.pdf
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4 Authorisations for minor uses

This Chapter has been compiled to describe the legal requirements and procedures for authorisations for minor
uses as laid down in Regulation (EC) No 1107/2009 and associated legislation. An overview of the general
principles of the zonal system, mutual recognition, and applications for minor uses and are intended to encour-
age harmonisation of authorisation procedures for minor uses in accordance with Regulation (EC) No
1107/2009 is presented.

An applicant can apply for an authorisation for a minor use according to Article 33, Article 40 (1, 2) or Article
51 (1, 7). The general principles of the zonal system, mutual recognition, and applications for extension of
authorisations for minor uses are described in Table 1.

The implementation of the zonal system and the principle of mutual recognition is laid down in
SANCO/13169/2010 rev. 11 - 25 Jan 2021 'Guidance Document on zonal evaluation and mutual recognition,
withdrawal and amendment of authorisations under Regulation (EC) No 1107/2009'.

4.1 Principle of the risk envelope approach

The risk envelope is a concept that exploits the idea that in each area of assessment, the supported uses of a
product can be grouped taking into account specific criteria (e.g., crop, application rate, number of applications,
timing, etc. and the assessment can cover a group of uses rather than individual uses. Beyond that, it may be
possible to identify a 'worst-case group' for a specific field of assessment, which can be assessed as representa-
tive for all other groups, i.e., the assessment of this worst-case use or group will cover all other situations where
the Good Agricultural Practice (GAP) is less critical or the same (see Guidance Document SANCO/11244/2011
rev. 5%). Whenever possible, the risk envelope approach should be used. This should be substantiated within
the assessment when the risk envelope is used. Aspects that are covered by the risk envelope should not be
reassessed. Application of the risk-envelope approach is a risk management decision and utilises risk assessment
where necessary.

4.2 Draft Registration Report for an extension of authorisation for minor uses according to Article 51

To optimise and facilitate a harmonised process for minor uses applications, the use of the draft Regis-
tration Report (dRR) may be considered. The current templates of dRR (all sections:
https://ec.europa.eu/food/plants/pesticides/approval-active-substances/guidelines-active-substances-and-plant-
protection-products _en) already include minor uses. However, a simplified format of the dRR for Article 51
applications for minor uses can be used. It should be agreed between the applicant and regulatory authority who
should complete the dRR for minor uses. The competent authority may assist as they perform an evaluation and
assessment in all cases. If this is done, there should be a clear division between those who help or complete the
dRR and those who assess it for regulatory purposes. For an Article 51 application, at least part A (risk man-
agement) and relevant sections of part B should be completed. Within this dRR, reference should always be
made to the final Registration Report (RR) prepared by the zonal Rapporteur Member State (zZRMS) to grant
the original authorisation for the product. If reference is made to the final Registration Report, it should be
ensured that the final Registration Report is prepared in English and is available for all EU Member States on
CIRCABC. Access for a grower or a growers' association to the final Registration Report should be facilitated.
Reference to the final Registration Report is essential for areas of the risk assessment that do not need to be
updated due to the extension of authorisation for minor uses applications. The dRR sections on the minor use
assessment will be uploaded on CIRCABC.

23 https://ec.europa.eu/food/system/files/2016-10/pesticides ppp app-proc_guide doss risk-env 20110314.pdf
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Table 1: Overview of the general principles of the zonal system for minor uses, mutual recognition and
applications for extension of authorisations for minor uses.

Aspect: App
Article 33
Application for
authorisation

icant \
Applicant
(not defined).

Article 40(1)

General mutual
recognition of au-
thorisations

Authorisation holder.

Article 40(2)

General mutual
recognition of
authorisations

The holder of an authorisation, or official or scientific bodies involved in agricultural
activities or professional agricultural organisations.

Article 51(1)-(6)
Extension of
authorisations for
minor uses

The authorisation holder, official or scientific bodies involved in agricultural activities,
professional agricultural organisations, or professional users.

Article 51(7)

Specific mutual
recognition for
minor uses

The authorisation holder, official or scientific bodies involved in agricultural activities,
professional agricultural organisations, or professional users.

Aspect: Req
Article 33

irements, consent, and procedure \
See Articles 28-39 of Regulation (EC) No 1107/2009.

Applications are evaluated on a zonal basis. For use in greenhouses, as post-harvest
treatment, for treatment of empty storage rooms and for seed treatment, the zone means
all zones defined in Annex 1 of Regulation (EC) No 1107/2009. Also, other indoor uses,
e.g., mushrooms or witloof, fall under the single EU zone concept.

Article 40(1)

The authorisation was granted by a reference Member State (MS) which either belongs
to the same zone, or by a reference MS which belongs to a different zone provided that
the authorisation for which the application was made is not used for the purpose of
mutual recognition in another MS within the same zone. Article 41 and 42 apply.
Please note that as the product is already authorised in an MS before the minor use is
applied for, it may be more expedient to apply for minor use in accordance with Article
51. It is advisable to consult the relevant MS regarding which Article would be most
expedient to apply under.

Article 40(2)

The consent of the authorisation holder is necessary. However, if the authorisation
holder refuses its consent, the competent authority of the MS concerned may accept the
application on public interest grounds.

In such case, the applicant under Article 40 (2) 'must demonstrate that the use of such a
plant protection product is of general interest for the MS of introduction'.
Applications for mutual recognition can only be made if there is an existing authorisa-
tion in the reference MS granted in accordance with Article 29.

Mutual recognition may be applied for 'the same use', meaning the same crop-pest com-
bination. Mutual recognition is possible from one minor use to another minor use and
from a major use to a minor use.

Article 51(1)-(6)

The applicant may ask for the authorisation of a plant protection product already au-
thorised in the MS concerned to be extended to minor uses not yet covered by that
authorisation.

An application can be made without the consent of the authorisation holder.
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According to Article 51, applications of authorisations for minor uses could follow the
zonal system, if appropriate?*.

According to Article 51(3), MS may take measures to facilitate or encourage submitting
applications for minor use extensions. Different options are listed in Chapter 7.
According to Article 51(4), the extension may take the form of an amendment to the
existing authorisation (independently of the legal basis of the authorisation, e.g., under
Article 33, 40 or 51) or maybe a separate authorisation in accordance with the adminis-
trative procedures of that MS. Article 51(5):

When MS grant an extension of authorisation for a minor use, they shall inform the
authorisation holder of the product, who may change the labelling accordingly in ac-
cordance with the national procedure in the relevant MS. The MS shall ensure that users
are entirely and explicitly informed of the new instructions for use. If the authorisation
holder does not change the labelling, the MS shall inform the users by means of an
official publication or an official website. MS may make this information publicly avail-
able for all authorised minor uses.

It is possible to apply for amendments, e.g., change to the period of application, a
change in the preharvest interval (PHI), a crop grown in a different season (e.g., summer
and winter grown lettuce), additional pests (e.g., T. absoluta, D. suzukii), or crops (e.g.,
quinoa, Miscanthus) to the authorisation. Such amendments need to be supported by
suitable risk assessments and data (if necessary).

This may help to avoid Article 53 applications.

Article 51(7)

Mutual recognition in accordance with Article 40(1) could be requested provided that
those uses are also considered minor in the MS of application and in the reference
MS.

An application can be made without the consent of the authorisation holder.

The provisions of Article 41 shall be followed.

The conditions of Article 40(2) are not applicable to mutual recognition under Article
51(7) (no need to demonstrate general interest).

Aspect: Effic
Article 33

ac

Appropriate efficacy data per EPPO zone to support authorisation for a PPP. Minor uses
may also be applied for under Article 33%. EPPO Standard PP 1/226(3) provides guid-
ance on the number of trials in target crops needed to demonstrate the efficacy of a plant
protection product at the recommended dose and per EPPO zone.

Article 40(1)

For mutual recognition, no additional efficacy data and evaluation is required for the
same use and under comparable agricultural practices.

Article 40(2)

For mutual recognition, no additional efficacy data and evaluation is required for the
same use and under comparable agricultural practices.

Article 51(1)-(6)

An extension of authorisation for minor use does not need to be supported by efficacy
data.

Article 51(7)

For mutual recognition, no additional efficacy data and evaluation is required for the
same use and under comparable agricultural practices.

Aspect: Asse

ssment if the use is a minor use in the given MS

Article 33 Not assessed.
Article 40(1) Not assessed.
Article 40(2) Not assessed.

Article 51(1)-(6)

The legal definition of a minor uses is in Article 3 (26) of Regulation 1107, but it is a
national matter to assess whether the use is minor in the MS of application.

Article 51(7)

As far there is no international harmonised definition of a minor use, it is a national
requirement to assess whether the use is minor in the MS of application.

24 The Member States are strongly encouraged to share their assessment reports under Article 51 on CIRCABC.

25 An application under Article 33 could be applied simultaneously with a minor use extension under Article 51(1)-(6).
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Aspect: Assessment of the public interest \

Article 33 Not assessed.
Article 40(1) Not assessed.
Article 40(2) Yes, the text of Article 40(2) refers to the general interest, but it is considered to be the

same as the public interest under Article 51.

Article 51(1)-(6)

Yes, Article 51(2)(c).
Because of the different situations (availability of PPP authorisations, resistance situa-
tion, etc.) in the countries, the public interest has to be evaluated on national level.

Article 51(7)

There is no direct reference to the public interest in Article 51(7). However, some MS
apply 'per analogy' Article 51(2) and assess the public interest even for application un-
der Article 51(7).

Article 33

Aspect: Extrs

polation regarding efficacy and residue \
Extrapolation is possible for efficacy (EPPO extrapolation tables) and residues (accord-
ing to SANCO 7525/V1/95 Rev. 10.3 or later).

Article 40(1)

Extrapolation is possible for efficacy (EPPO extrapolation tables) and residues (accord-
ing to SANCO 7525/V1/95 Rev. 10.3 or later).

Article 40(2)

Extrapolation is possible for efficacy (EPPO extrapolation tables) and residues (accord-
ing to SANCO 7525/V1/95 Rev. 10.3 or later).

Article 51(1)-(6)

No efficacy data and evaluation are required for minor uses applications under Article
51.

Extrapolation is possible for residues (according to SANCO 7525/V1/95 Rev. 10.3 or
later).

Article 51(7)

No efficacy data and evaluation are required for minor uses applications under Article
51.

Extrapolation is possible for residues (according to SANCO 7525/V1/95 Rev. 10.3 or
later).

Article 33

The risk assessment should reflect guidance applicable at the date that the zZRMS re-
ceived the application.

The risk envelope should be used whenever possible. Aspects that are covered by the
risk envelope should not be reassessed.

Article 40(1)

Application of new guidance documents should be limited to aspects that are justified
by national circumstances.
A complete reassessment of the PPP should be avoided.

Article 40(2)

Application of new guidance documents should be limited to aspects that are justified
by national circumstances.
A complete reassessment of the PPP should be avoided.

Article 51(1)-(6)

Application of new guidance documents should be avoided as far as possible for minor
use extensions as the already authorised uses are already evaluated.

The risk envelope should be used whenever possible. For aspects that are not covered
by the risk envelope, the risk assessment should reflect guidance applicable at the date
that the MS received the application.

A complete reassessment of the PPP should not be performed.

Article 51(7)

Application of new guidance documents should be limited to aspects that are justified
by national circumstances.
A complete reassessment of the PPP should not be performed.
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Article 33 Article 50(1)(d): The consequences on minor use authorisations should be considered
when performing a comparative assessment.
More information can be found in the 'Guidance Document on Comparative Assess-
ment, SANCO/11507/2013 rev. 12' and EPPO Standard PP 1/271 (3).

Article 40(1) Not obligatory; it is up to the MS. The MS can also refuse mutual recognition based on
Article 41(2)b) where the plant protection product contains a candidate for substitution.

Article 40(2) Not obligatorys; it is up to the MS The MS can also refuse mutual recognition based on

Article 41(2)b) where the plant protection product contains a candidate for substitution.

Article 51(1)-(6)

No Comparative Assessment should be conducted.

Article 51(7) No Comparative Assessment should be conducted.
Aspect: Liability \
Article 33 Authorisation holder.
Article 40(1) Authorisation holder.
Article 40(2) /

Article 51(1)-(6)

Article 51(5): Authorisation holder of the plant protection product already authorised in
the MS concerned. When the authorisation holder refuses its consent under Article
51(5), the liability is assumed by the person using the product for which the minor use
is granted. Where the authorisation holder declines, the MS shall ensure that users are
entirely and explicitly informed as to instructions for use by means of an official publi-
cation or an official website.

The official publication or, where applicable, the label shall include a reference to the
liability of the person using the plant protection product with respect to failures con-
cerning the efficacy or phytotoxicity of the product for which the minor use was granted.
The minor use extension shall be separately identified in the label.

Article 51(7)

Article 51(5) 'per analogy'.

Aspect: Data Protection

More information about Data protection can be found in the Commission Notice 2019/C 229/01(Technical
Guidelines on Data Protection according to Regulation (EC) No 1107/2009), published in the OJ C 229/1.

Article 33 The general provisions of Article 59-62 apply.
Article 40(1) The general provisions of Article 59-62 apply.
Article 40(2) Data protection could be granted only for data supporting the mutual recognition appli-

cation. In this case, Article 59(1) applies, and the data protection is ten years ¢,

Article 51(1)-(6)

According to Article 59(1), the period of data protection shall be extended by three
months for each extension of authorisation for minor uses as defined in Article 51(1),
except where the extension of authorisation is based on extrapolation, and if the author-
isation holder makes the applications for such authorisations at the latest five years after
the date of the first authorisation in that MS. The total period of data protection may in
no case exceed 13 years. For plant protection products covered by Article 47 (low-risk
plant protection products), the total period of data protection may in no case exceed 15
years.

According to Article 59(1), the same data protection rules as for the first authorisation
shall also apply to test and study reports submitted by third parties for authorisation
extension for minor uses as referred to in Article 51(1).

Article 51(7)

Data protection could be granted only for data supporting the mutual recognition appli-
cation and only if requested by the concerned MS. In this case, Article 59(1) applies,

and the data protection is ten years.?’

26 See point 22 of the Technical Guidelines on Data Protection according to Regulation (EC) No 1107/2009), published

in the OJ C 229/1.

27 Idem.
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4.3 Renewal

After the renewal of the approval of an active substance, an authorisation shall be renewed, in accordance with
Article 43, by the authorisation holder. The applicant should provide a list of all the intended uses in the zone
(or interzonal if applicable). In this list, minor uses authorised according to Article 51 should be mentioned in
the GAP-table separately.

Particular when products contain more than one active substance (with subsequent evaluations/assessments of
the PPP), and category 4 studies (see definition on page 3) are needed, a possible extension for a minor use
may be delayed considerably, and this is a disadvantage for minor uses. If the extension for the minor uses can
be based on extrapolation and the use is already covered by the original risk envelope assessment, it will be
possible to extend the authorisation. In this respect, the 'original risk envelope' is the risk envelope used for the
(first) authorisation.

More information can be found in the 'Guidance Document on the Renewal of Authorisations according to
Article 43 of Regulation (EC) No 1107/2009 (SANCO/2010/13170 rev. 14),

5 Residues and MRLs in or on treated products, food and feed

Residue data should be provided for all edible (food and feed) crops and crops grown in rotation with edible
crops to demonstrate compliance with established MRLs, or to propose new MRLs, and to enable a consumer
dietary intake risk assessment. The applicant should ensure that its minor use application is accompanied by an
MRL application if required. This means that sufficient data on storage stability, plant metabolism data, pro-
cessing, rotational crops and livestock are available. The most common problem is the lack of plant metabolism
data.

To evaluate residue behaviour and the setting of maximum residue levels (MRLs) according to Regulation (EC)
No 396/2005, the European Union has been divided into two zones, a Northern European and a Southern Euro-
pean zone. For use in greenhouses, as post-harvest treatment and for treatment of empty storage rooms, one
residue zone applies. The number of crops residue trials to provide should be specified according to Regulation
(EU) No 283/2013 (active substance) or the Technical Guideline on data requirements for setting MRLs, com-
parability of residue trials and extrapolation of residue data on products from plant and animal origin [Repealing
and replacing the existing Guidance Document SANCO 7525/VI/95 REv. 10.3].

As a general rule, the minimum number of trials varies between 4 independent trials per residue zone for a minor
crop and eight independent trials per zone for a major crop. In certain specific circumstances, reducing the
number of trials is acceptable. According to Regulation (EU) No 283/2013, if the GAP is the same in both
residue zones, six trials equally distributed in the representative growing zones are generally sufficient for a
minor crop. Under Regulation (EU) No 544/2011, at least four trials per zone are required, even if the GAP is
the same in both zones.

Extrapolation possibilities (for residues) can be found in the Technical Guideline on data requirements for set-
ting MRLs, comparability of residue trials and extrapolation of residue data on products from plant and animal
origin [Repealing and replacing the existing Guidance Document SANCO 7525/V1/95 REV. 10.3]). Extrapola-
tions can also provide solutions for minor crops, for which the available residue trials would often not be
sufficient to derive MRL proposals: Extrapolation, however, is not limited to minor crops but can apply for
major crops where insufficient residue data for the specific crop are available or for deriving MRLs for crop
groups.

28 https://ec.europa.eu/food/system/files/2016-11/pesticides aas guidance renewal 1107-2009.pdf
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As laid down in the introduction of the Annex to Commission Regulation (EU) No 283/2013 and No 284/2013,
both the field phase and the analytical part of residue trials should be conducted in accordance with the GLP
principles. However, for minor crops the field phase may be conducted by official or officially recognised test-
ing facilities or organisations which satisfy at least the requirements as laid down in point 3.2 and 3.3 of the
introduction of the Annex to Regulation (EU) No 284/2013. The analytical phase, if not done in accordance
with the GLP requirements, shall be conducted by laboratories accredited for the relevant method in accordance
with the European standard EN ISO/IEC 17025 ‘General requirements for the competence of testing and cali-
bration laboratories’.

Residue data obtained from trials respecting the principles of GLP and GEP generated outside the EU or from
another EU residue zone should be considered in granting minor uses extensions (see OECD Test Guideline
509: Crop Field Trial®).

It is acceptable that part of the trials have been conducted outside the Union for minor uses. In Regulation (EC)
No 283/2013, it is stated under Part A Section 6.3: Part of the trials may be replaced by trials performed outside
the Union, provided that they correspond to the critical GAP and that the production conditions (such as cul-
tural practices, climatic conditions) are comparable.

In all crops, including speciality crops, residue data are not required for some groups of (bio)pesticides if it has
been determined that quantifiable residues (limit of quantification according to Regulation (EC) No 396/2005)
on the consumable commodity are unlikely to occur or that residue levels are unlikely to exceed natural exposure
levels during outbreaks of the pest (see Guidance Document on criteria for the inclusion of active substances
into Annex IV of Regulation (EC) No 396/2005; SANCO 11188/2013, rev. 2)*°.

6 Efficacy

According to Article 51(2), no efficacy data and evaluations are required for an extension of authorisation for
a minor use.

When an authorisation for a PPP, including minor uses, has been granted according to Article 33, efficacy for
the minor uses has been addressed by trials and extrapolations. For the efficacy evaluation of plant protection
products, Europe has been divided by the European and Mediterranean Plant Protection Organization (EPPO)
into EPPO zones: These EPPO zones consider different agro-climatic subareas for the purpose of efficacy eval-
uation trials on PPPs. These zones are the Mediterranean zone, the Maritime zone, the North-East zone and the
South-East zone (https://ppl.eppo.int/standards/PP1-241-2).

Efficacy trials should be conducted in accordance with relevant EPPO Standards. More detailed information
about EPPO standards is given at: https://ppl.eppo.int/.

2 https://www.oecd.org/env/test-no-509-crop-field-trial-9789264076457-en.htm
30 https://ec.europa.eu/food/system/files/2016-10/pesticides mrl_guidelines sanco-2013-11188.pdf
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7 Possible measures for EU Member States and MUCF Member Countries to
explore and facilitate the submission of applications for minor use extensions

According to Article 51(3), Member States (MS) can take measures to facilitate or encourage the submission of
applications for minor use extensions. This could be done by applying one or more of the following options:

a) To apply a system of reduced fees or no fees.

b) To promote and assist applicants in applying for Article 51(3) extension, a particular 'minor uses' contact
point (‘helpdesk') and specific information on websites through a simplified application form.

c) If practical, the zonal RMS should evaluate all uses applied across the zone, not just the uses within their
Member State.

d) MS are encouraged to perform evaluations of minor uses in English and upload the evaluations on
CIRCABC for other MS (in the same zone) to see and use as they see fit. Thus, the applicants of minor
uses (e.g., farmers' organisations and growers' groups) are not burdened with the expenses to submit a
draft risk assessment, if required in a given Member State etc.

e) To display all authorised minor uses in a MS on a webpage/database for all to see.

f) To set priority (while still respecting the legal deadlines) in evaluating applications containing minor uses.
g) To work closely with farmers' organisations and growers' groups.

h) To participate in and contribute to the European Minor Use Coordination Facility.

1) To encourage applicants to apply for as many relevant minor uses as possible via Article 33.

j) To encourage applicants to include all relevant Member States in a zone in a minor use application, if
applied together with Article 33 or other articles than 51.

k) To encourage a harmonised crop commodity grouping system, justified extrapolations, and maximise the
use of extrapolation possibilities taking into account Toxicological Reference Values (TRV), Acceptable
daily intake (ADI), acute reference dose (ARfD) and acceptable operator exposure levels (AOEL).

1) To perform a minor use extension/authorisation according to Uniform Principles, using EU agreed on
endpoints to clearly indicate this. However, minor uses should be demonstrated safe for human health and
the environment the same as major uses. Therefore, national requirements should be considered when
relevant.

m) To accept authorisations granted under Directive 91/414/EEC according to Uniform Principles®! as these
products can be considered as authorised under Regulation (EC) No 1107/2009.

n) To fully implement mutual recognition relying on the evaluation and assessment performed by the refer-
ence Member State wherever possible.

0) To support data sharing amongst Member States and access whilst observing data protection principles.

p) To encourage industry to collaborate with official or public bodies to generate residue trials data that
support MRL extrapolations from major crops to minor crops.

31 https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31997L0057
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8 MUCEF description of the process from identification of a crop-pest need to mi-
nor use application

The process steps the MUCF intends to undertake, from identifying a crop-pest need to a minor use application,
are described and outlined below. The steps are taken by the EU Member States, the United Kingdom, Norway,
Switzerland, members of the MUCF.

The MUCEF is in the process of exploring the possibility of developing a feature in EUMUDA to work on non-
chemical methods or additional IPM-solutions.

Detailed information about the MUCF and EUMUDA is given at: www.minoruses.eu

Process Steps

a) A minor use need has been identified and entered in EUMUDA?®2. This can be done by MUCF national
contact points (see definition on page 4), the Chair/co-Chair of a CEG, or the MUCF team. In entering a
minor use need, the minimum data provided are the name of the crop and the pest and the respective EPPO
Codes. The MUCF will check these data for completeness. A compiled list of minor uses needs is publicly
accessible in EUMUDA.

b) The MUCF will check databases such as PPPAMS, Homologa, the IR-4, PMC and C-IPM (Coordinated
Integrated Pest Management in Europe) for possible solutions (chemical and non-chemical). The sustaina-
bility of possible solutions will be checked (e.g., renewal status of an active substance).

¢) If the consulted databases provide a solution, the MUCF will bring the declarant of the minor use need into
contact with the relevant national contact point to advise on further actions (e.g. the possibility of exchange
of efficacy or MRL data, clarification if mutual recognition is a possibility, establishing contact with the
registration holder etc.). If an ongoing application can provide for a (possible) solution, the MUCF will
contact the applicant while respecting the rules on confidentiality.

d) If the consulted databases do not provide viable solutions, the MUCF and the relevant CEG(s) will investi-
gate possible solutions. Projects will be established based on the priorities specified in the list of minor uses
needs and according to the work plans of the CEG(s).

¢) When a project has been established, the CEG determines which data has to be generated and which infor-
mation is already available. The CEG will nominate a project leader (see definition on page 5).

f) When all project parameters have been set, this information will be entered in EUMUDA by the project
leader with the help and supervision of the MUCF team. The project leader will deliver project details and
results within a set timeframe. The MUCF will assist whenever necessary and follow the project to keep it
on track. A list of minor uses projects is publicly available in EUMUDA. Confidential information (i.e.,
active substance, product names, registration holder, and data owner) is available only for registered users
(CEG members).

g) The data generated in a minor use project might eventually become part of a minor use application. When
all relevant data are available, a minor use application/minor use application for an authorisation or extension
of use should be submitted by the nominated applicant, considering the requirements of all participating/in-
terested EU Member States, the United Kingdom, Norway and Switzerland.

32 More detailed information can be found in the 'Guide for users of EUMUDA' (www.cumuda.cu).
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Appendix I - Article 51 of Regulation (EC) No 1107/2009%

1. The authorisation holder, official or scientific bodies involved in agricultural activities, professional agri-
cultural organisations or professional users may ask for the authorisation of a plant protection product already
authorised in the Member State concerned to be extended to minor uses not yet covered by that authorisation.

2. Member States shall extend the authorisation provided that:

(a) the intended use is minor in nature;

(b) the conditions referred to in points (b), (d) and (e) of Article 4(3) and Article 29(1)(i) are satisfied;

(c) the extension is in the public interest; and

(d) the documentation and information to support the extension of use has been submitted by the persons or
bodies referred to in paragraph 1, especially data on the magnitude of residues and where necessary on the risk
assessment to the operator, worker and bystander.

3. Member States may take measures to facilitate or encourage the submission of applications to extend the
authorisation of already authorised plant protection products to minor uses.

4. The extension may take the form of an amendment to the existing authorisation or maybe a separate author-
isation, in accordance with the administrative procedures of the Member State concerned.

5. When Member States grant an extension of authorisation for a minor use, they shall inform if necessary the
authorisation holder and request him to change the labelling accordingly. Where the authorisation holder de-
clines, the Member States shall ensure that users are fully and specifically informed as to instructions for use,
by means of an official publication or an official website. The official publication or where applicable the label
shall include a reference to the liability of the person using the plant protection product with respect to failures
concerning the efficacy or to phytotoxicity of the product for which the minor use was granted. The minor use
extension shall be separately identified in the label.

6. Extensions on the basis of this Article shall be separately identified and separate reference shall be made to
liability restrictions.

7. The applicants referred to in paragraph I may also apply for authorisation of a plant protection product for
minor uses in accordance with Article 40(1) provided that a plant protection product concerned is authorised
in that Member State. Member States shall authorise such uses in accordance with the provisions of Article 41
provided that those uses are also considered minor in the Member States of application.

8. Member States shall establish and regularly update a list of minor uses.

9. By 14 December 2011, the Commission shall present a report to the European Parliament and the Council
on the establishment of a European fund for minor uses, accompanied, if appropriate, by a legislative proposal.

10. Unless otherwise specified, all provisions relating to authorisations under this Regulation shall apply.

33 https://eur-lex.europa.eu/legal-content/EN/T X T/?uri=celex%3A32009R 1107
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Appendix II - General principles of IPM

Integrated pest management (IPM) involves careful consideration of all available plant protection methods and
subsequent integration of appropriate measures that discourage the development of populations of harmful or-
ganisms and keep the use of plant protection products and other forms of intervention to levels that are
economically and ecologically justified and reduce or minimise risks to human health and the environment.
'Integrated pest management' emphasises the growth of a healthy crop with the least possible disruption to the
agroecosystems and encourages natural pest control mechanisms.

General principles of IPM, as laid down in the Sustainable Use of Pesticide Directive 2009/128/EC are sche-
matically illustrated:

+ Harmful organisms must be monitored by adequate methods am
tools, where available.

Tools should include observations in the field as well as

scientifically sound warning, forecasting and early diagnosis

systems, where feasible as well as the use of advice from

professionally qualified advisors.

/Crop rotation

+ Use of adequate cultivation techniques (i.e. stale seedbed technique,
sowing dates and densities, under-sowing, conservation tillage,
pruning and direct sowing).

+ Use, where appropriate, of resistant/ tolerant and standard/ certifie:
seed and planting material.

+ Usage of balanced fertilisation, liming and irrigation/ drainage

practices. * Based on the results of the monitoring the professional

+ Preventing the spreading of harmful organisms by hyg- user has to decide whether and when to apply plant
iene measures (i.e. by regular cleansing of machinery Prevention Monitoring protection measures. Robust and scientifically sound
and equipment). and/or and threshold values are essential components for

+ Protection and enhancement of important bene- Suppression Decision decision making. For harmful organisms threshold

ficials, by adequate plant protection and the u level defined for the region, specific areas, crops
utilisation of ecological infrastructures inside and particular climatic conditions must be taken
and outside production sites. IPM and account before treatments where feasible.

PRINCIPLES
To be achieved &
supported by « Sustainable biological, physical and other \

non-chemical methods shall be preferred to

chemical methods if satisfactory pest control is
provided.

+ Based on the records on the use of pesticides
and on the monitoring of harmful organisms
the professional should check the success of the Learning

lied plant protecti T and Solution
e Optimization + Pesticides applied shall be specific as possible for

the target and shall have the least side effects on
human health, non-target organisms and the ecosystem.

Where the risk of resistance against a plant
protection measure is known and the level of harmful
organisms requires repeated application of pesticides to

- + The professional user keep the use of pesticides accordingly

to the label recommendations the label is the law” and other forms
of intervention to levels that are necessary, e.g. partial applications,
considering that the level of risk in vegetation is acceptable and they
do not increase the risk for development of resistance in populatiom/

+ Available anti-resistance strategies should be applied to maintain
the effectiveness of the products.
KThis may include the use of multiple pesticides with different modes

of action. of harmful organisms.

Figure 1: Schematically illustrated general principles of IPM, adapted from Annex III of Directive
2009/128/EC*.

According to the mission of the MUCF, and to be in line with the general requirements of Directive
2009/128/EC, minor uses needs should be solved within an integrated pest management (IPM) framework. A
possible solution for a minor use need can be chemical and non-chemical and can include basic substances or
products based on low-risk substances. Several solutions should be combined to fill minor uses gaps. Authori-
sations and solutions with different modes of action are to be combined with all available IPM-tools to minimise
reliance on specific plant protection products/active substances and subsequently counteract resistance devel-
opment.

Chemical solutions refer to conventional chemical plant protection products or chemical pesticides.

'Non-chemical methods' are alternative methods to chemical pesticides for plant protection and pest manage-
ment, based on agronomic techniques or physical, mechanical or biological pest control methods. Biocontrol

34 https://ec.europa.cu/food/plants/pesticides/sustainable-use-pesticides/integrated-pest-management-ipm_en
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can be regulated by Regulation (EC) No 1107/2009 (e.g., micro-organisms, pheromones, semiochemicals, bo-
tanicals), or outside Regulation (EC) No 1107/2009 (e.g., macro-organisms, mainly invertebrates including
nematodes).

Basic substances are not predominantly used for plant protection purposes but may be helpful in plant protec-
tion. They are substances that do not have an inherent capacity to cause effects on humans, animals, etc. and
can support plant protection as far as their risks are acceptable. Some of these substances have been traditionally
used by farmers and may include foodstuffs. Examples are vinegar, sucrose or calcium hydroxide. Their ap-
proval by the Commission allows the use for plant protection purposes, but they cannot be explicitly sold as a
plant protection product. Applications concerning basic substances must be submitted using the TUCLID* for-
mat via the EFSA submission portal. The rules governing the procedure of approval apply as set out in the
following document®®: Working document on the procedure for application of basic substances to be approved
in compliance with Article 23 of Regulation (EC) No 1107/2009; SANCO/10363/2012 rev.10.

An active substance can be approved as a low-risk substance’’ if regular approval criteria are met. Specific
criteria for chemical substances and micro-organisms do exist. In addition, low-risk criteria as specified in An-
nex II, point 5 of Regulation (EC)1107/2009 apply. Products containing only low-risk substances can be
authorised as low-risk plant protection products, and this low-risk status can be used to advertise the product.
Due to their properties, farmers and other users should prefer low-risk products to manage the pest issue if pest
control efficiency is given. The development and placing on the market of low-risk substances and products is
encouraged by several regulatory incentives. For example, low-risk substances are approved for 15 years instead
of 10 years and data protection on the studies submitted for the authorisation. Furthermore, subsequent author-
isation is prolonged from 10 to 13 years. Moreover, a fast-track authorisation procedure with reduced timelines
(120 days instead of one year) ensures that low-risk products are quickly placed on the market.

Detailed information about IPM is provided on the European Commission site:

https://ec.europa.eu/food/plants/pesticides/sustainable-use-pesticides/integrated-pest-management-ipm_en

35 https://iuclid6.echa.europa.eu/
36 https://ec.europa.eu/food/system/files/2021-06/pesticides ppp app-proc_guide doss swd-10363-2012.pdf
37 https://ec.europa.eu/food/system/files/2017-09/pesticides sup low-risk-ppps.pdf
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