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BACKGROUND AND RATIONALE b

COADENION GLIDANCE DOCIMINT

SANTE 12988 2000 - REV )
I3 Qoo 2021

Guidance on how aged sorption studies for pesticides
should be conducted, analysed and used in regulatory
assessments

CURRENT GUIDANCE LIMITATION

The EU Aged Sorption Guidance restricts the
combined use of field DegT50 values and lab
aged-sorption parameters (fyg, Kyes)
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This limits the applicability of aged sorption in
combination with DegT50;,,4 to very few cases.
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» The guidance does contain a way forward:

The PPR Panel (2018) considers that ideally the aged sorption parameters and the field degradation half-lives
would be obtained simultaneously using inverse modelling. Industry are preparing evidence for aged sorption

in field studies and this option should replace the current recommendations as soon as appropriate guidance
has been developed and tested.
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FIELD EVIDENCE Comparable increase of sorption in
laboratory and field soils

Field degradation studies were
evaluated to demonstrate the field
relevance of aged sorption.
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New P5 Metric: Evidence of aged-sorption:
PEARL simulations with and without aged sorption
P5 metric calculated => depth below which 5% of residues are found

If PSmodel,aged sorption > P50bserved
= Laboratory aged sorption parameters are relevant for field conditions

FIELD EVIDENCE

Residue profile (g/ha)
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FIELD EVIDENCE

Key findings

v’ Consistent findings across all 22 field datasets
=> confirmed the relevance of aged sorption in field

v' Comparable Ky/s increases and improved P5 fits of
observed residues support the use of aged sorption

v Field DegTsoeq + laboratory aged sorption simulations
reduced but still over-predict observed mobility
=> ensure conservative leaching assessments.
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Evidence for aged sorption in field studies and
the use of field DegT50 in combination with aged
sorption
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REVISION PROPOSAL AVAILABLE

Evidence of aged-sorption under field conditions to be
tested using P5-metric or Ky pp

o Evidence: The normalised geomean field
DegT50gq is used with the mean laboratory
aged sorption parameters (Kges, fne)
=> rescaling of DegT50 to DegT50gq is key
No evidence: Field data and laboratory
aged sorption parameters should not be
combined. Tier-1 approaches should be
retained
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Are field degradation studies
available?
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Do normalised lab-DegT50 and

" [ Referto Figure 5-2 and

Figure 5-3 for details
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Retain Tier-1 approach, use field
DegT50 for modelling but do not
account for aged sorption
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optimisation or scaling factor
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Continue with flowchart on
combining Tier 1 and Tier
2a (aged sorption)
parameters
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Scaling of DegT50 to DegT50.4 — why necessary?

Not recommended for field DegT50 in current guidance version (Rev.1)

Tier 1: Equilibrium sorption

REVISION PROPOSAL AVAILABLE
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Scaling of DegT50 to DegT504 — how?

- inverse modelling (with full aged sorption model — e.g. PEARL)
- conservative scaling factors proposed in guidance

REVISION PROPOSAL AVAILABLE

Without correction of the DegT50 to DegT50¢, residues significantly
over-predicted when aged-sorption parameters are utilised:

Blue line: is the optimised ECPASO g /ha whole profile
DegT50 fit (no aged sorption)  ~

Orange line: Forward fit
with un-corrected
DegT50 + aged-sorption

DegT50+TDS 179% of DegT50

DegT50eq+TDS 117% of Deglrso

Grey line: DegT50 corrected to ™
DegT50y with Scaling factor
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WAY FORWARD

The scientific basis and an = Simulated - - | Simulated | Observed
implementable proposal are available. ; e %
No aged o Aged &g Aged
sorption <~ sorption sorption
e e e e e e e e e e e e e e e s i - |considered ~  included as
Timely regulatory evaluation and e s .~ process

endorsement are now needed to translate
this work into harmonised regulatory
practice.

nviresearch pu

CroplL.ife B"”‘E

EUROPE



Conclusions

SCIENTIFIC EVIDENCE

ESTABLISHED

GUIDANCE REVISION
PROPOSED

REGULATORY ADOPTION

NEEDED
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|Thank you for your attention |

Aged sorption relevance
and conservatism
demonstrated
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& proposal

Supporting field-work
report finalised
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Guidance update
and publication

Harmonised implementation
across the EU
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