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AGENDA

Introductory remarks
Arianna Chiusolo

EFSA updated OPEX Calculator
Frederique Istace

EFSA OPEX project
Arianna Chiusolo

Closure of the event
Arianna Chiusolo



UPDATE OF THE OPEX CALCULATOR

Operator, worker, resident and bystander exposure
assessment

EFSA guidance(s) and calculator(s)
Update : Correction of calculated values
Update: Increased flexibility

Update: Ad hoc reports
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CALCULATOR 2025: CORRECTIONS

E’JEFSG [ Exposure assessment for operator, worker, bystander and resident

Data Entry -

TECHNICAL DOCUMENTATION



CALCULATOR 2025: CORRECTIONS

Examples (V.1.1.0)

« FIX bug: In case of Amenity grassland and the Turf harvesting, cutting and handling
activity for worker, the calculation of the safe re-entry interval for combined exposure
Is now correctly based on the default Turf Transferable Residue (TTR). In previous
versions this was wrongly based on default Dislodgeable Foliar Residue (DFR).

« FIX Correction unit TTR in reported tables convert kg/ha into ug/cm?

« Re-entry TC wvalues for strawberries (indoor) and cane fruit for
Searching/reaching/picking are corrected.

» [reated area values for vehicle mounted non-arable land are corrected.

« Adjusted calculation of entry into treated crops risk for bystander/resident in bare

(non) arable land w



CALCULATOR 2025: CORRECTIONS

Examples (V.1.1.1)

« FIX Citrus: add outdoor - dense scenario
« FIX Drft reduction allowed for downward and upward spraying

« FIX Registration report if no AAOEL specified and single substance
« FIX Registration report for worker combined results if no results for some PPE

&






CALCULATOR 2023: INCREASED FLEXIBILITY

- Optional calculation of air concentration
 Inclusion of soil-borne residue approach

- Pro-rata calculation of dermal absorption

- Inclusion of safe re-entry period calculation

- Combined exposure for different active substances in
one product

- Generation of a report with detailed results w



CALCULATOR 2025: INCREASED FLEXIBILITY

Info Summary Operator  Worker Resident Bystander

Active Substances

Absorption of the Active Substance

Dermal ahso@[%] from experimental data or default values @

[ No experimental data

Concentration [g a.s./l or kq] Dermal absorption [%]

[p]

Concentrate (product) 300
Dilution 1 tested 0.3 10
Dilution 2 tested



CALCULATOR 2025: INCREASED FLEXIBILITY

Dermal absorption)%] from experimental data or default values @

Mo experimental data

Formulation category

Water-based/dispersed (c) or solid (d) -

(c): Formulation types: soluble concentrate (SL), suspension concentrate (SC), flowable concentrate for seed treatement
Formulation category (FS), flowable (FL) = (SC).
Organic solvent-based (a) or other (b) (d): Formulation types: wettable powder (WP), water-dispersible granules (WG/WDG), water-soluble granules (SG), water-

soluble powder (SP), powder for dry seed treatment (DS).

(a): Formulation types: emulsifiable concentrate (EC), emulsion, oil in water (EW),
concentrate (DC), oil miscible liquids (OL/OF), oil-based suspension concentrates

Dermal absorption [%] | o o

microemulsion (ME)

(b): Formulation types: bait concentrate (CB), capsule suspension (CS), gel for dir _.I f ¢
use (RB). mixieae-cfcancula cucoonsion.asod sucnoncion concantrato L2000 _cond cogtod uib o nacticid (P uf
experimental _

| |J-I
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Dermal absorption [%]
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CALCULATOR 2025: INCREASED FLEXIBILITY

Info Summary Operator  Worker Resident Bystander

Application Scenarios

Crops Indoor/outdoor @ntw activity
Field crops v Outdoor v Inspection, irrigation v
Crops Indoor/ outdoor Re-entry activity
Field crops - QOutdoor - Inspection, irrigation Hand harvesting (sweet corn)

&



CALCULATOR 2025: INCREASED FLEXIBILITY

Application Scenarios o
Method of Application

@er stri pE @ red uctinn@
2-3 v 0 v
Buffer strip Drift reduction  |Include?
[m] [%]

2-3 000

000 M

() 000 ]

2 000 m

000 ]
0 EO.00 w ‘\"




CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry ~ Operator Worker Resident Bystander

Safe Use per Crop

Crop

® Use 1: Field crops © Use 2: Field crops O Use 3: Field crops
O Use 4: Field crops © Use 5: Field crops O Use 6: Field crops

Crop

@ Use 1: Field crops

Season Drift reduction [%] Buffer strip [m]

® Not relevant ® 0 O 50 @23 O5 O10 v




CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry - Summary Worker Resident Bystander

All Combinations of PPE

Exposure

@ Short term (75th percentile) O Acute (95th percentile)

Estimates for using no protection, workwear and least
cumbersome safe protection for short term and acute exposure.

+ Add more PPE/RFPE X Reset




CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry - Summary Worker Resident Bystander

Add PPE/RPE for
® Single Use O All Uses

Body Inhalation

Workwear None

Body Inhalation

Workwear None

Cancel Confirm




CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry ~ Summary Operator m Resident Bystander

All Scenarios and Combined Exposure (Use 1: Field crops)
Per Substance
F Active SC1
— . — . - - Re-entry acti
® Use 1: Field crops U Use 2: Field crops Y o)
Dermal exposure Inhalation exposure  Total exposure
All Substances PPE (mg a.s./day) {mg a.s./day) (mg a.s./day)
Total potential NA NA NA
P S b t exposure
er supstance
Arms, body and legs 426 NA 426
covered
Hands, arms, body NA NA NA
and legs covered
Dermal exposure Inhalation exposure Total exposure (mg Hands covered, no NA NA NA
PPE (mg a.s./day) (mg a.s./day) a.s./day) workwear
Total potential exposure 58 A 58 Active SC1
Arms, body and legs 0.6 MNA 06
covered ' Re-entry actifgy” Inspection, irrigation
Hands, arms, body and 0.6 NA 06 Dermal exposure Inhalation exposure  Total exposure
legs covered PPE (mg a.s./day) ({mg a.s./day) (mg a.s./day)
Hands covered, no NA NA NA Total potential 5.8 NA 58
workwear exposure
Arms, body and legs 06 NA 06
covered
Hands, arms, body 06 NA 06
and legs covered
Hands covered, no WA NA NA
workwear




CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry ~ Summary Operator Resident Bystander

Calculation of safe Output for custom re-entry interval
re'entry interval Re-entry interval [days]
10
% of AOEL at day 10 Hazard index at day 10
Active SC1 Active SC2 Combined exposure
PPE
Hand harvesting Inspection, Hand harvesting Inspection, Hand harvesting Inspection,
(sweet corn) irrigation (sweet corn) irrigation (sweet corn) irrigation



CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry - summary Operator Worker Bystander

Crop

® Use 1: Field crops © Use 2: Field crops O Use 3: Field crops
O Use 4: Field crops O Use 5: Field crops O Use 6: Field crops

Crop

@ Use 1: Field crops

Season Drift reduction [%4] Buffer strip [m]

® Not relevant ®0 O 50 ®23 O5 O10




CALCULATOR 2025: INCREASED FLEXIBILITY

Info Data Entry ~ Summary Operator Worker Resident Bystander

All Scenarios and Combined Exposure (Use 1: Field crops)

pm—

Active SC1 —







CALCULATOR 2025: AD HOC REPORTS

Info Data Entry ~ Operator Worker Resident Bystander

Generate Report & Download Report

3 Download General Report |~ (@ Download Registration Report | [3 Download Peer Review Report

3 reports can be 0 GENERAL_SC_Other_20250208.docx
generated [ PEER_REVIEW_SC_Other_20250208.docx

0 REGISTRATION_SC_Other_20250208.docx



CALCULATOR 2025: AD HOC REPORTS

Exposure assessment for operator, worker, resident and
bystander

General
report

3. Operator
3.1. Use 1: Field crops (Outdoor - Drift reduction [%] 0)

Short term exposure

Active SC1 (% Active SC2 (% Combined
AOEL) AQEL) (hazard index)
Mixing/loading Application Normal & vehicle-mounted

0 0 67.7 677 7.44
0 0 434 434 478
@ = = om

7. Appendix

4, Worker

Product: SC Other

OPEX version: 1.1.0

08 February 2025

4.1. Use 1 : Field crops (Outdoor)

4.1.1. Scenario 1 : Hand harvesting (sweet corn)

5. Resident

5.1. Use 1 : Field crops (Outdoor)

5.1.1. Scenario 1 : Season not relevant, drift reduction 0 [%] buffer strip 2-
3 [m]

Total absorbed
Model data Level of PPE dose [mg/kg bw.
per day]

% of systemic
AQEL

Qutdoor; Season:Not relevant; Buffer zone:2-3m; Drift reduction:0%; Interval between treatments:7
days; Minimum volume of water: 200 |

Level of PPE

Total absorbed
dose [mglkg bw
per day]

% of systemic
AQEL

Re-entry
restriction [days]

Hand harvesting (sweet corn); Outdoor
Work rate: 8 hours/day _ Interval: 7 days ; Body weight: 60 kg
TC (potential): NA cm?h
TC (workwear (arms, body and legs covered)). 23000 cm®h
TC (workwear (arms, body and legs covered) and gloves). NA cm?h
TC (gloves): NA cm?h

Application rate- 3 x 0.3 kg a,5,/ha
Dermal absorption: 10 %

DFR: 3 pg/cm? foliage per kg g,s./ha
DT50: 30 days

Active SC1

Application rate: 3 x 0.3 kg a,5,/ha
Dermal absarption: 10 %

Active SC1 DFR: 3 pg/cm? foliage per kg g,s,/ha
DT50: 30 days
Workwear 0.7 709 85

Drift (75th perc.) 0.004 41
_ _ Vapour (75th perc) 0.0008 0.8

5o dyFi\‘fgi'gﬁpt1%hﬂg Deposits (75th perc.) 0.002 17
Re-entry (75th perc.) 0.01 13

Sum (mean) 001 147

Drift (75th perc.) 0.001 1

_ Vapour (75th perc) 0.0003 03

Bo. dfﬁg:gﬁptﬁ%dig Deposits (75th perc.) 0.0005 05
Re-entry (75th perc.) 0.007 72

Sum (mean) 0.007 69

&



CALCULATOR 2025: AD HOC REPORTS

1. OPERATOR

F) eer 1.1 Active SC1 3. RESIDENT and BYSTANDER
Application method PPE/RPE" %AOEL | "AROE 3.1. Active SC1
Review se.one
Use 1 Field crops, Qutdoor, 3 x 0.3kg a.8./ha, 200-1000 L water/ha Exposure pathway Spray Vapour | deposit | Entry | Panwa
Model: EFSA Qpex (v1.1.0) results expressed as % of AOEL (short term drift s ys
.t exposure) or % of AAOEL (acute exposure) (mean)
re p O r Vehicle-mounted, =2C.Other
Downward spraying, drift . Use 1. Field crops, Outdoor, 3 x 0.3kg g.s./ha, 7-day interval
reduction: 0%, crap MLA- Workwear 434 376 Season: Not relevant, Buffer 2-3 m, Drift reduction O %
ensity: norma odel: v1.1.0) results expressed as % o short term exposure
densit I Model: EFSA Qpex (v1.1.0) it d as % of AQEL (short t
Vehicle-mounted, _ for residents) or % of AAQEL (acute exposure for bystanders)
Eazﬁzgvoagﬁssogjzavérr\gé drift MLA: Workwear 412 333 Res-ldent child 4.1 0.8 17 13 14.7
density’ normal Resident adult 1 0.3 05 72 6.9
‘PPE/RPE: personal protective equipment/respiratory protective equipment Bystander child 1.9 0.2 1 26
Bystander adult 05 0.05 03 14
Use 1: Field crops, Outdoor, 3 x 0.3kg g_s./ha, 7-day interval
2. WORKER Season: Not relevant, Buffer 5 m, Drift reduction 0 %
Model: EFSA Qpex (v1.1.0) results expressed as % of AOEL (short term exposure
2.1. Active SC1 for residents) or % of AAOEL (acute exposure for bystanders)
Re-entry task PPE % AOEL Resident child 2.7 0.8 0.7 13 13.2
Resident adult 05 03 02 7.2 6.5
2G..Qther :
Use 1: Field crops, Outdoor, 3 x 0.3kg a.8/ha, 200-1000 L water/ha Bystander child 12 02 04 26
Model: EFSA Qpex (v1.1.0) exposure estimates as % of ACEL Bystander adult 02 0.05 0.1 1.4

(short term exposire)

Hand harvesting (sweet Workwear 709

corn) \'
Inspection, irrigation Workwear 108 V




CALCULATOR 2025: AD HOC REPORTS

2. OPERATOR

[ ] [ ]
2.1.Exposure models for intended uses
I I Critical use(s) Use 1: Field crops, 3 x 0.3kg a.5./ha, 200-1000 L water/ha

Guidance on the assessment of exposure of operators,
Model(s) workers, residents and bystanders in nsk assessment of plant
protection products. EFSA Journal 2022;20(1).7032

calculator version: gpex 1.1.0
4. RESIDENT and BYSTANDER

2.2.Estimated operator exposure (acute exposure)

4.1.Exposure models for intended uses

2.2.1. Use 1:Field crops Critical use(s) Use 1: Field crops. 3 x 0.3kg a,5/ha, 200-1000 L water/ha
Guidance on the assessment of exposure of operators,
Total Total Model workers, residents and bystanders in risk assessment of plant
absorbe o of absorbe % of odel(s) protection products. EFSA Journal 2022:20(1):7032
Model data Level of PPE d dose | systemic Level of PPE d dose | systemic calculator version: gpex 1.1.0
mg/k: AAQEL mg/ki AAOQEL
3. WORKER I %’;Mg [ m 4.2, Estimated resident exposure (short term exposure)
3.1.Exposure models for intended uses Field crops/Outdoor/Downward spraying/Vehicle-mounted/Drift redudiog O%é%th p.e’!:emi\el 4.2.1. Use 1: Field crops
Critical use(s) Use 1: Field crops, 3 x 0.3kg a.5./ha, 200-1000 L water/ha rop density: Norma
" i i Total Total
Guidance on the assessment of exposure of operators, Active SC1 Active SC2 abso,ged % of absorged % of
workers, residents and bystanders in risk assessment of plant Spray application Application rate: 3 x 0.3 kg a.s./ha Application rate: 3 x 0.3 kg g.s./ha dose 0 dose 0
Model(s) protection products. EFSA Journal 2022:20(1) 7032 : Model data Lovel of PPE | ngig | SYSIEMIC | fo g | systemic
P WIL: Potential AQEL AOEL
calculator version® gpex 1.1.0 (EFSA; 95th . No safe bw per bw per
percentile) A EF)"EI‘;LIJEI 0.4 81.2 KWL wg:mz:: 0.2 use day] day]
3.2.Estimated worker exposure (acute exposure) Body weight: 60 kg PP exposLre o (376) Outdoor; Sgason;Nat relevant; Buffer zone:2-3m; Drift reduction-0%; Interval between
p treatments:7 days
3.2.1. Use 1:Field crops Total Total Active 5C1 Active SC2
absorbe % of absorbe % of Application rate: 3 x Application rate- 3 x
Total Total Model data Level of PPE ddose | systemic Level of PPE ddose | systemic 03 kg a,5./ha 03 kg g,z./ha
o o [mg/kg | AAOEL [mglkg | AADEL DFR: 3 pg/em? foliage | DFR: 3 pglem? foliage
absocrlbed % of | Re-entry absocrlbed % of | Re-entry bl bl per kg a.5./ha per kg a.5./ha
Model data Level of PPE 3:9 systemic | restrictio 3:9 systemic | restrictio MIL: Wortawear + DT50: 30 days DT50: 30 days
[markg AOEL | n[days] [markg AOCEL | n [days] M/L: Workwear 02 176 Protected hands 0.04 20,8 Drift (75th perc.) 0.004 41 0.004 10.8
. per . per App: Workwear ’ ’ : ’ 75th 0.0008 08| 00008 3
day] day] App: Workwear . . Manaug (75th perc ) E -
Resident child ™ eits (75th 0.002 17 0.002 175
Hand harvesting (sweet corn); Qutdoor : Work rate: 8 hours/day ; Interval: 7 days Body weight 10 kg |_DePosits (75th perc.) : :
Active SCA Active SC2 Re-entry (75th perc.) 0.01 13 0.01 130
ctive ctive Sum (mean) 0.01 14.7 0.01 147
Application rate: 3 x 0.3 kg a.s/ha Application rate: 3 x 0.3 kg a.s/ha Drift (75th 0.001 1 0.001 97
DFR: 3 pg/cm? foliage per kg a,5./ha | DFR: 3 pg/cm? foliage per kg a.5./ha rift (75th perc.) - -
DT50- 30 days DT50- 30 days Resldent ad Vanour (75th perc.) 0.0003 03 0.0003 27
Body weight: 60 kg Deposits (75th perc.) 0.0005 0.5 0.0005 53
i Workwear 07 709 a5 07 7093 185 Re-entry (75th perc.) 0.007 72 0.007 723
Body weight: 60 . 2 7
kg | TC 23000 cm¥hiperson Sum (mean) 0.007 6.9 0.007 68.7

NS



ONGOING UPDATE OF THE OPEX GUIDANCE/CALCULATOR

0 - March 2022

Identification of priorities (Seed, R&B, W)

- Raw data collection through dedicated and FMB
-] )
- Data analysis outsourced to ART36 consortium (GP/EFSA/PREV/2022/02)-
‘e modular approach (3WPs-18 deliverables)

)\ ° Working Group of experts to implement regulatory changes in the OPEX
Guidance/Calculator

- Mandate (M-2023-00066) timelines:
U U Seed: PC by 4Q2025 & finalisation by 2Q2026 (current plan)
R&B, W: PC by 1Q2027 & finalisation by 4Q2027 J
Stakeholders’ event by 1Q2028 0] \J



https://www.efsa.europa.eu/it/events/stakeholder-workshop-next-update-efsa-guidance-non-dietary-exposure-pesticides
https://www.efsa.europa.eu/en/applications/pesticides
mailto:Pesticides_NDE@efsa.europa.eu

THANK YOU FOR ATTENDING OUR WEBINAR!




STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

Science on the Menu —Spotify, Apple Podcast and YouTube

Linkedin.com/company/efsa

@one_healthenv_eu
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