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Nova metodologia na Avaliacao dos Riscos no
contexto do Regulamento 1107/2009()
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(1) Problem Formulation for Environmental risk assessment in the context of Regulation (EC) No 1107/2009: a method to identify scenarios of
limited environmental impacts.




Nova metodologia na Avaliagao dos L e TR dgav
Riscos no contexto do Regulamento .
1107/2009 -- Principios e objetivos a -

* Implementa o ponto 1.5 da introducao dos Anexos dos Reg.
283/2013 e 284/2013;

* Permite isentar de apresentacao os estudos que nao sao
essenciais face a natureza da s.a. e da sua exposicao
ambiental prevista;

* Valoriza a identificacao inicial dirigida, de cenarios de
exposicdo/e Analise de efeitos criticos potenciais para a
Avaliacao dos Riscos;

* Permite maior foque na discussao dos potenciais efeitos
adversos no Ambiente ao nivel:

* Das reunides pré-submissdo — REQ/EM
* Da avaliacdo dos riscos — EFSA/EM;
» Da gestdo dos riscos — COM/EM

e Promove maior transparéncia e comunica¢ao mais eficaz no
processo regulatério e de tomada de decisao;



Direcao Geral

Nova metodologia na Avaliacao dos Riscos no
contexto do Regulamento 1107/2009 ,-- Processo

Cenario critico
baseado nos

efeitos previstos
no ambiente

- Permite determinar quais os estudos ECOTOX necessarios para a Avaliaca6 dos Riscos Ambientais/Ecotoxicoldgicos
associados ao uso representativo que se espera ter menores efeitos potenciais no ambiente;

Nota: nao aplicavel a avaliacao dos riscos para a saude humana (Inc. para o consumidor)




Nova metodologia na Avaliacao dos

Riscos no contexto do Regulamento
1107/2009 -- Processo

e Assenta na abordagem aos Servigos do Ecossistema (SE) e
identificacdo das Unidades prestadoras de servigos (espécies ou
grupos de espécies) relevantes para cada categoria de servicos;

Provisioning
services

Habitats or
supporting
servi

It
services

List of Ecosystem Services

Servicos do Ecossistema relevantes para a
metodologia

> Fresh water (surface water and groundwater) |

§ | Habitats for species |

|\Habitats for species |

de Alimentacao




Nova metodologia na Avaliacao dos
Riscos no contexto do Regulamento
1107/2009 -- Processo

e Cada unidade ou grupo de unidades
(espécies ou grupos de espécies)
prestadora(s) de Servicos do Ecossistema
esta associada a espécies ou grupos de
espécies “standard” usadas nos estudos
Ecotoxicologicos (Reg. 283/2013 e 284/3013)

* XK
* *
* *
* *
* gk
Comissao
Europeia

Service Providing Unit to which
the test specie belongs to

Current species that can be tested (Commission Regulation
No 283/2013 and 284/2013)

Terrestrial and aquatic vertebrates

A > o

Mouse (Mus musculus)

Rat (Rattus sp.)

Rabbit (Lepus sp.)

Dog (Canis sp.)

Quail species (Coturnix 5p.)

Mallard duck (Anas sp.)

Feral pigeon (Columba sp.)

Zebra finch (Taeniopygia guttota)

Budgerigar (Melopsittacus undulates)

Rainbow trout (Oncorhynchus mykiss)

Bees %,
E s
-

Honeybee (Apis mellifera)

Bumblebee (Bombus sp.)

Solitary bee (Osmia sp.)

Non target arthropods
(Terrestrial invertebrates)

e

o

Aphidius rhopalosiphi, aphid parasitoids that are small wasps
and kills aphids, largely used in biological control

Typhlodromus pyri, predatory mites that feed largely on
other mites, used in biological control

Folsomio candida, springtail (Collembolans) in leaf litter,
compost piles and soil, recycling dead plant material into
nutrients

Hypoaspis aculeifer, soil dwelling mite which feeds on small
arthropods and nematodes.

Earthworms (Terrestrial invertebrates)

ot

Earthworms (Eisenia foetida)

Agquatic invertebrates and sediment

dwelling @ organisms

Daphnia magna, small aguatic crustaceans

Chirenamus riparius insects which larvae live in sediment

Mysid shrimp

Lumbriculus spp., a sediment dwelling worm

Algae I{f

Green algae - unicelular

Non —target terrestrial and aquatic plants

iI:J'.'
fé L

Six different species including both mono and dicotyledons

Lemna sp., aquatic plant

Myriophyllum sp. ,aquatic plant

Aquatic grass such as Glyceria maxima

Microbes

Microflora ( soil microbes for nitrogenation and oxigenation)
— part of the soil




Nova metodologia na Avaliacao dos Riscos no contexto do Regulamento -
1107/2009 -- Como funciona Na prética Analise/Descri¢do do Cendrio Critico

Section 1 -DESCRIPTION OF THE SCENARIO

1.Description of the properties of the active substance and its fate and behaviour in the environment

1.1. Physical and chemical and biological properties of the active substance

e.g., volatility, solubility in water, mode of action, impurities... (for chemical active substafitesy—_ Propriedades FQ, efeitos e modo de litions,
... (for microorganisms) acio das.a

Please state any other type of information that might be relevant (if the substance has been authorised as food additive, flavouring etc. or if similar
compounds have been approved as active substance too
1.2. Fate and Behaviour in the Environment — Persistence and mobility in:

Soil Persisténcia e mobilidade nos diferentes

Water: compartimentos ambientais

Effects on biological method for sewage treatment systems (very relevant for greenhouse uses and indoor uses)

-Can the representative use potentially trigger an effect on the sewage treatment plants? If so, are there any routes of environmental exposure to consider,
e.g., the application of sludge in the field coming from the sewage plant?
Groundwater:

Air:

2. Description of the conditions of use - Representative uses in the GAP table




Nova metodologia na Avaliacao dos Riscos no contexto do Regulamento d(_:]aV

1107/2009 -- Como funciona na pratica

de Alimentacéao
e Veterinaria

Efeitos potenciais nos Organismos nao

Servigos do

Section 2- POTENTIAL EFFECTS ON NON-TARGET ORGANISMS

visados
=  —

Relevant Service Providing Unit Are the properties of the active substance Why?
Ecossistema Ecosystem for the relevant and/or its exposure (considering all possible
(SE) Services Ecosystem Services® routes deriving from the representative use)
expected to lead to unacceptable effects on.
Fresh water ’ ..this ES and in particular, algae, non-target
! oy i agquatic plants and aguatic invertebrates?
. é "<1 |'* @‘ Yes/MNo.
(L)
Unidades L N
prestadoras de Face as propriedades FQ e
. Erosion ..this ES and in particular, terrestrial L . .
Servigos prevention and | kr J invertebrates, earthworms, and soil microbes? ex p OSI ga O a S.a. Sao es p era d 0OS
relevantes para o maintenance of | O @ % Yes/No. foi . o b
. soil fertili
Ecossistema ty ereltos Inaceitavels sobre as
Pollination ..this ES and in particular, bees and other d|fere ntes Un|dades rEIeva ntes
= kr terrestrial invertebrates? X
~é B |vesino para o SE em causa? SIM/NAO
»
Biological ..this ES and in particular the biological control
control -~ | agents such as certain terrestrial invertebrates,
wkr * soil microbes and agquatic invertebrates?
f,.': Yes/No.
Habitats for .. on food, water or shelter needed to maintain
species l * (’Q microbes, aquatic invertebrates, algae, non-

target aquatic plants, non-target arthropods,
earthworms, bees, non-target terrestrial plants,
birds, fish, mammals and on any of these
species?

Yes/No.




. INTERIOR tratamento em armazém/ fumigantes
. INTERIOR / extrato de plantas
. INTERIOR / fungicida
. ESTUFA PERMANENTE / fungicida
. ESTUFA PERMANENTE / extrato de plantas
. AR LIVRE pulverizacdo / extrato de plantas
. AR LIVRE pulverizacdo / substancias de origem natural
. AR LIVRE armadilha / insecticida
. AR LIVRE aplicacdo localizada/ herbicida
10. AR LIVRE por enterramento/ fumigante
11. ESTUFA / extrato de plantas

Nova metodologia na Avaliacao dos
Riscos no contexto do
Regulamento 1107/2009 -- Como

funciona na pratica

oo NOULILE, WNBE

12. AR LIVRE aplicacdo por espalhamento em prados permanentes /
herbicida

13. INTERIOR / fungicida - lipopeptideos (metabolito de m.o.)

14. AR LIVRE / fungicida - lipopeptideos (metabolito de m.o.)

15. AR LIVRE tratamento de sementes em instalacdes certificadas (ESTA)
/fungicida

16. AR LIVRE tratamento de sementes/micro-organismos

17. AR LIVRE aplicacdo localizada/ herbicida

18. AR LIVRE pulverizacdo/ RNA

19. AR LIVRE pulverizacdo/ herbicida

20. AR LIVRE pulverizacdo/ micro-organismo; fungo entomopatogenico
21. AR LIVRE técnica de aplicacdo de precisdo/ insecticida

22. AR LIVRE aplicacdo em pre-emergéncia apds mobilizacdo / herbicida
23 estudos de caso: 23. AR LIVRE aplicacdo por espalhamento em relvados/pastagens/
herbicida




Exemplo: Fumigante insecticida & rodenticida

Uso ao ar livre — aplicagcao manual dentro das galerias de toupeiras e ratos com equipamento especializado

e por aplicadores especializados

Are the properties of the active substance and/or its
exposure expected to lead to unacceptable effects on
the Relevant ES?

Scenario
Relevant Ecosystem Yes/No
Services
HAZARDs Fresh water (surface water Aquatic
Fumigant < of the and groundwater) invertebrates?
active Erosion prevention and No
maintenance of soil fertility
Outdoor Env. Pollination No
& burrow EXPOSURE _
Biological control No
Habitats for species Potentially solved
with exposure
reduction measures

Comisséio
Europeia

FIT FOR PURPOSE ERA

Service Providing Unit to which the
test species belongs to

Current species that can be tested based on Commissien
Fegulations No 283/2013 and 2842013 and relevant
pguidance documents

Terrestrial a guatic vertebrates

Wouse [Mus muscuius)

Rat (Rattus sp.)

Rabbit (Lepus 5p.)

Dog {Canis sp. )

Quail species [Coturnix spp. |

Mallard duck {Aneos sp.)

Ferzl pigeon (Columba sp.]

Zebra finch (Toeniopygia auttg

Budzergar (Melopsittocya@Wiu/otes)

Rainbow trout {Owcg chus mykiss)

Honeybee [Agjs ol Wifero)

=3 -
= ‘@ blebee Mbus sp_)
5 Solitaul | Osmia £p.)
An: T ealasinhl aphid parasitoids that are small wazpe

Mon-target arthropods (Terrestrial

Invertebrates)

=rgely used in biological control

Dupiledromus ovisggcdatory mites that feed largely on other

mites, used in biclog) ontro

Coccinella septempunctt

Chrysopnerio carnea

Folsamig condida, springtail (Coller
compost piles and soil, recycling dead
nutrlents

sz} in leaf littzr,
aterial into

gn small

Hypegsgis geuleifen soil dwelling mite which fed
arithropode 2nd nematodes.

Arthweorms (terrestrial invertebrates)
Agustic invertebrates ana sediment dwelling

organisms .

)

Earthworms (Eisenio foetida)

Daphnia magna, small aguatic crustaceans

Chironomus ripariys, insects which larvae live in sediment

Mysid shrimp

Lumbricwlus spp., sediment dwelling worms

Algae

Green algae - ypicelylar

MNon—targek terrestrial end aguetic plants

diff including both mono and dicotyledons
-
naso. oy sant
Mynonay(lin 5p. 20U JTRNE

Aguatic grass such as Glyceria mai

=&

Microflara (soil microbes for pilropenetion aro gy jon) —

part of the sail
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