CroplL.ife

EUROPE

e £ Enhancing Policy Uptake through Realism and Harmonization:
Stakeholder perspective on the Draft Guidance for Rice Pesticide Risk Assessment
4th September 2026
Anastasia Del Signore, Wenkui He (Corteva agriscience)
On behalf of CropLife Europe

< S A —




Outline

# Rice in Europe

#® Review of Guidance documents
— SANCO MED-RICE
— New draft MED-RICE (ICPS Draft Guidance)

® Conclusions
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Rice in Europe

M Spain 85K ha
[ Greece 30K ha
71 Portugal 29K ha

#Rice - regionally important crop, ~2.8 &=

million tons annually; ltaly and Spain B ercem
~80% of production
# Rice belongs to cereal family, but its

cultivation differs substantially from
conventional cereal crops

Created with mapchart.net

® Consequently, pesticide risk assessment
for rice requires crop-specific
considerations

® The current risk assessment framework
for rice is SANCO MED-RICE Guidance
(Sanco/1090/2000)




SANCO (2003) MED-RICE Guidance

# Two exposure scenarios
® Spreadsheet-based calculations
® Simplified exposure equations

® Cereal scenario used for birds
and mammals

® Developed before many current
EFSA guidance documents

ate EUROPEAN COMMISSION
HEALTH & CONSUMER PROTECTION DIRECTORATE-GENERAL
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Directorate E - Food Safety: plant health, animal heaith and welfare, intemational questions

o A E1 - Plant health

Sanco/1090/2000 - rev.1
June 2003

GUIDANCE DOCUMENT FOR ENVIRONMENTAL RISK AS-
SESSMENTS OF ACTIVE SUBSTANCES USED ON RICE IN
THE EU FOR ANNEX I INCLUSION

Final Report of the Working Group "MED-RICE" prepared for the
European Commission” in the framework of Council Directive 91/414/EEC.

SUBSTANCE:

INPUT: Scenario data |

Scenario 1 Scenario 2

Soil texture clayey sandy
OC soil (%) 1.8 0.9
depth yater (M) (Water level in field) 0.1 0.1
Water velocity:

field (L/sec/ha) 3 3
outflow (L/sec/ha) 0.5 0.5
Leakage (mm/d) (infiltration rate) 1 10
Leakage rate constant (1/d) 0.01 0.1

t dose (d) (time of closure of field) 20 7

t figoa (d) (time of flooding) 20 90
depth cana (M) (deepness of outflow) 1 1
INPUT: Scenario data ll

area (mz) (area of rice field) 10000 10000
Volume of water in field (L) 1000000 | 1000000
depth 5 (M) 0.05 0.05
BD soil (kg/dm®) (soil bulk density) 1.5 1.5
Outflow rate constant (1/d) 0.0432 0.0432
Dilution factor 10 10
depth segiment (M) (active sediment 0.05 0.05
OC (%) of sadimant 16 16

Several assumptions no longer represent current rice-production
practices or current EFSA assessment frameworks
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New draft MED-RICE guidance
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® |ICPS developed a proposal to update the

MED-RICE Guidance & Update and harmonization
# Available since 2018/2020 z==z.  ofrice pesticide risk
L e, 3ss@ssment and revision of
® The update supports greater scientific and soncm

regulatory alignment in Europe : European guidelines

7_, A proposal

® CropLife Europe has compiled technical recommendations to strengthen its
robustness and practical implementation
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New draft MED-RICE guidance

# Many positive elements:

# Moves from expert judgement to a data-driven approach
# Aims to improve consistency, transparency and harmonisation across the EU

# Introduces a more structured assessment framework for rice pesticide risk
assessment

SANCO GD 2003 ICPS new draft MED-RICE




Protection Goals for Aquatic Organisms

# Points for which additional considerations are recommended

#® New in-field protection goal for aquatic organisms and new risk assessment scheme

® “Aim of the paddy in-field risk assessment is to maintain the food sources for terrestrial
vertebrates and not to protect the aquatic community per se”

# Protection goal not reflecting modern agronomic practices for rice (next slide) and not aligned with
EFSA frameworks (e.g. no protection of food sources for birds & mammals in other crops)

#® Example of in-field risk assessment for some herbicides, which are part of rice growing practice

PEC paddy water, initial (ug/L) In paddy Risk Assessment
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; AF: Assessment factor



Protection Goals for Aquatic Organisms

Points for consideration
# Rice paddies are managed production systems, not permanent aquatic habitats

# Drainage and reflooding cycles create highly dynamic environmental conditions:

— herbicides often applied to drained paddies
— fungicides applied at later growth stages (no/little water in the paddy, high interception)

# Align protection goals with existing EFSA guidance focusing on relevant edge-of-field
aquatic ecosystems

Traditional management with permanent flood
April May June July August  September

Permanent flood after late sowing (stale seed bed)

| 1
. I I I I I T
April May June July August  September
Permanent flood after drill seeding (Italy)
April ‘ May ‘ June July August  September

Irregular irrigation after dry seeding (ltaly)

April May June July August  September




Rice Cultivation: Realistic Practice

To other fields

Water management in rice paddy

system is complex:

* Flooding-drainage regime

» Off-field canals = temporal
irrigation supply




Birds and Mammals

# A high level of protection to birds and mammals is important

® Proposed risk assessment deviates from existing EFSA guidance,
e.g. focal species derivation, exposure assumptions etc.

® Closer alignment with existing EFSA guidance would support
regulatory coherence and transparency

# The ecological relevance of protecting Lemna / invertebrate
biomass in paddy fields as a key food source for birds is uncertain

Ml | Feeding guild

Bird species

Mammal species

"“ R AVIRY |
SRR | Gran
\}

ivorous

Harvest mouse Micromys
minutus (8 g*) FIR/bw=0.27

h | Herbivorous

Common moorhen Gallinula
chloropus (271 g°) FIR/bw=0.66

European water vole Arvicola
amphibius (150g°) FIR/bw=0.74

=4 | |nsectivorous
N\

Barn swallow Hirundo rustica
(17g%) FIR/bw=0.47

Common pipistrelle Pipistrellus
pipistrellus (5g®) FIR/bw=0.52

Benthophagous

Black-winged stilt Himantopus
himantopus (161 g°) FIR/bw=0.38

n.r.

Piscivo

rous

Black-crowned Night-heron
Nycticorax nycticorax

See EFSA GD




EFate and Non-Dietary Exposure

® CropLife Europe welcomes several positive developments in the
draft guidance regarding environmental fate and human exposure

# For human exposure, further alignment with current EFSA methodologies
and established regulatory practices would enhance consistency and

harmonisation across EU frameworks

%2y Application
ot

l l 6m
[SUBSTANCE NAME: [Default substance] o Days after f Default model-defined input data P — i S Crop Interception -«
- - Application | Dose dep . - = it J
‘Paddy field condition during applications | Wet | # {glha) previous ((deposition to| |INPUT: Scenario data Scenario 1|Scenario 2 '—gﬂ 1001
[F g (Fraction drift to adjacent water body) [ 0.0277 | appl paddy field) | |Soil texture clayey sandy WasHoft I 1000 m
Application 1] 250 - 0.75 OC sail (%) 09 09 P Biological Decay, | 1002 Node receiving water volume and mass input
Kae (dm®lkg) 200 Application 2| 250 14 0.75 depth,.s.e (M) (water level in field) 0.1 0.1 Outfiow Chemical Decay, %‘”;“ Rice from rice paddy and drift
DTe, o, (d) in water phase (flooded soil studies) 100 Application 3 Water velocity: field (L/seciha) 18 28 (overfiow, | Paddy Canal Fi
DTsg o (d) in solid phase (flooded soil studies) 100 Application 4 Water velocity: outflow (Lsec/ha) 05 05 " = / 1003 anal Flow
DTs ., (d) in water phase (water/sediment studies) 1000 Leakage (mm/d) (infiltration rate) 1 10 Sorption to Suspended Paddy area = 10 ha for ‘
DTsg ceq (d) in s0lid phase (water/sediment studies) 1 B Days _afte_r last Kieax Leakage rate constant (1/d) 0.01 0.1 Sedments Portugal and Spain 1004
DT g i (d) in aerobic soil 1 application theoq (d) (time of flooding) 120 120
Discharge (toise) 3 deptheena (M) (deepness of outflow) 1 1
area (m”) (area of rice field) 10000 10000 1005
Volume of water in field (L) 1000000 | 1000000
depth,g; (M) 0.05 0.05
Metabolite calculation? Yes BD soil [kg,‘dma) (soil bulk density) 14 15 1006
Parentgha |[MWmet| MWp [ Maxocc® | |Outflow rate constant (1/d) 00432 | 00432
3443.00 | 22200 | 22200 |  100.00 Dilution factor 10 10 Not o Scal
Metabolite g/ha 3443.00 depth, . gimen: (M) (active sediment 0.05 0.05 -1 otto scale
This value must entered manually in the 16-19 cells OC (%) of sediment 16 16
BD e gimen: (kg/dm?) (sediment bulk 15 15 ‘
Kd (soil) (dm*/kg) 1.8 18
Kd (sediment) (dm?/kg) 3.2 32
Feoneq (S0il) (fraction partitioning to 0658 0574
Foomeq (sediment) (fraction 0.194 0.194

Improved calculation tool in the draft guidance with
some areas for further enhancement

Harmonised RICEWQ/RIVWQ scenarios, clearer
guidance needed for MS-specific water
management scenarios and result evaluation



Conclusions Thank you!

® CropLife Europe welcomes the significant effort undertaken by ICPS to
modernise rice pesticide risk assessment

® The proposed framework provides a valuable basis for greater scientific
consistency, transparency and EU harmonisation

® However, some elements are not fit for purpose and do not reflect modern
agronomic rice growing practices

# Aiming for a scientifically robust and protective guidance document, CropLife
Europe would welcome the option for stakeholder feedback on the current draft

® CropLife Europe has collected detailed technical comments that could be
shared with ICPS/MS/EFSA
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