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Toxicity to Terrestrial Arthropods 
OHT 50.2

Modifications to OHT needed and separate summary 
documents for Bees and Other Non-target 
Arthropods

Proposal by NZ for Review

https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=23047178
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Effectiveness against target organisms

and intended uses OHT 88

• Target organisms: use of EPPO codes

• Function addressed: add new terms e.g. plant growth 
regulators

• Product types: how to harmonise between Biocides and 
Pesticides?

• Method of application: add terms starting from application 
methods in EFSA guidance 

• Mode of action: add new terms (see HRAC, FRAC, IRAC, 
other)

• Details on application: link to GAP of intended use

• Is an additional summary document needed?

Guidance on Pesticides Exposure Assessment of Operators, Workers, 
Residents and Bystanders (Under review)

https://www.eppo.int/RESOURCES/eppo_databases/eppo_codes
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2014.3874
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Efficacy data OHT 89

• Check latest EPPO guidelines are included in the 
Guidelines list

• Research facility / Officially Recognised
Organisation for conducting field trials (NoS?)

• Efficacy assessment and minimum effective dose 
tables to be revised (including units)

• Method of application: link to GAP information

Alignment with EPPO Database on PP1 Standards - Efficacy Evaluation of 
Plant Protection Products?

https://www.eppo.int/RESOURCES/eppo_databases/pp1_database
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AnalyticalMethods (OHT 87)

Need to link 
analytical 
methods in 
studies?

Appendix D - Template for the overview table 
for analytical methods used for risk assessment 
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Other Distribution Data (OHT 37)

Add endpoints

7.1.4.1. Column leaching studies

7.1.4.1.1. Column leaching of the active substance

7.1.4.1.2. Column leaching of metabolites, breakdown and reaction 
products

7.1.4.2. Lysimeter studies

7.1.4.3. Field leaching studies

The template is very basic – the POC dossier 
provides examples of how the information 
should be presented
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Toxicity to Birds OHT 53

• Change ‘Total exposure duration (if not bolus)’ 
to ‘Total exposure duration (if not single dose)’

• Change ‘Limit test’ to ‘Type Test ‘ with options 
Limit test/Dose-response’

• ‘Reported statistics and error estimates’ HTML 
template explaining uncertainty reporting 
requirements e.g. confidence intervals

• Need to link to Analytical Method

Reported statistics and error estimates
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Guidelines added for the EU PPP Microorganisms 
(substance)

• OPPTS 885.3050 Acute Oral Toxicity/Pathogenicity (EPA 
712–C–96–315)

• OPPTS 885.3100 Acute Dermal Toxicity/Pathology (EPA 
712–C–96–316)

• OPPTS 885.3150 Acute Pulmonary Toxicity/Pathogenicity 
(EPA 712–C–96–318)

• OPPTS 885.3200 Acute Injection Toxicity/Pathogenicity 
(EPA 712–C–96–318)

• OPPTS 885.3650 Reproductive/Fertility Effects (EPA 712–
C–96–324)

• OPPTS 885.3500 Cell Culture (EPA 712–C–96–321)

• OPPTS 885.3600 Subchronic Toxicity/Pathogenicity (EPA 
712–C–96–232)

http://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPPT-2009-0159-0019
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2009-0159-0020
http://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPPT-2009-0159-0021
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2009-0159-0022
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2009-0159-0027
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2009-0159-0024
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2009-0159-0026


Changes to other IUCLID 
documents and proposal 
for new summary 
records
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Summary records – level of 
granularity

Option 1

ENDPOINT_SUMMARY_RECORD.PredictedEnvironm
entalConcentrations

Option 2

ENDPOINT_SUMMARY_RECORD.PredictedEnvironm
entalConcentrationsSoil

ENDPOINT_SUMMARY_RECORD.PredictedEnvironm
entalConcentrationsWater

ENDPOINT_SUMMARY_RECORD.PredictedEnvironm
entalConcentrationsAir
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Boiling Point 2.1.2 (AS)

• New summary for the 
Sublimation 
temperature (OR 
extension of the 
existing summary for 
the Boiling point)
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Toxicological and metabolism 
studies on the active substance 5 
(AS)

Can this be derived from sub section 
summaries?
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AcuteToxicity 5.2

Add Key value for chemical safety assessment for acute 
endpoints skin irritation, eye irritation and skin 
sensitisation



15

New summary needed in section 5.5 
(AS) or Amendment of 
Carcinogenicity 5.5.2
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Nature of residues and methods of 
analysis in livestock 6.4 (AS)

Modification of 
AdditionalInformati
onOnResiduesInFoo
dAndFeedingstuffs?
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ExpectedExposureAndProposedAcce
ptableResidues 6.9 (AS)

Pesticide Residue Intake Model‐ EFSA PRIMo revision 3.1

https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2019.EN-1605
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Proposed residue definitions and 
maximum residue levels 6.7 (AS)
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Mobility in Soil 7.1 (AS)
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BiodegradationInWaterAndSedimen
tSimulationTests 7.2.2.3 (AS)



21

Fate and behaviour in air 7.3 (AS)

Transport by Air in case of highly volatile substances?
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Definition of the residue (soil) 7.4 (AS)
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EcotoxicologicalInformation 8.1 (AS) 
(plus summary for birds and summary for mammals)

Risk Assessment for Birds 
and Mammals

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903
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Endocrine Disruptors 8.1.5 (AS)

Appendix I - Template for presentation of the assessment of 
endocrine disrupting properties

https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/sp.efsa.2019.EN-1612
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Effects on other terrestrial 
organisms  8.7 (AS)



26

Effects on biological methods for 
sewage treatment 8.8 (AS)
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Literature Data 9 (AS)

As defined in Appendix to Further guidance on performing and 
presenting the literature search

https://efsa.onlinelibrary.wiley.com/action/downloadSupplement?doi=10.2903%2Fj.efsa.2011.2092&file=efs22092-sup-0001-Appendix.pdf
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Changes to EU PPP Active Substance 
Information 
• Acute toxicity: other routes (OHT 63) – move from 5.2.8 

to 5.3.3.3?

• Respiratory sensitisation (OHT 66-2) – remove?

• Metabolism of residues in crops and in rotational crops 
(OHT 85-3) move from 6.6 to 6.2?

• Henry’s Law Constant (OHT 35) move from 7.6.2 to 2.2?

• Bioaccumulation: terrestrial (OHT 33) move from 7.6.1 to 
8.4?

• 10.2 DSD – DPD remove?

• 3.1 Use of the active substance – remove flexible record?
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ProtectionMeasures 4.1 (PPP)

• New section on safety intervals
• Pre-harvest

• Re-entry (livestock / workers)

• Withholding period

• Waiting period (application – handling / application – sowing)

• More generic use of language applicable to 
biocides and pesticides
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Packaging 4.4 (PPP)

• Possibility to report different packaging sizes for one 
packaging material inside one document

Question: 
Should the repeatable 
entry include all the fields 
related to packaging?



31

Further information, Efficacy 6 
(PPP)
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Data on Exposure 7.2 (PPP)

Guidance on Pesticides Exposure Assessment of Operators, Workers, 
Residents and Bystanders (Under review) and Others

https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2014.3874
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Dermal Absorption 7.3 (PPP)

Guidance on dermal absorption

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4873
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EnvironmentalFateAndPathways 9 
(PPP) Estimation of concentrations

Soil, Ground water, Surface water, 
Sediment, Air
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Relevance of metabolites in ground 
water 9 (PPP) Document N4

Guidance document on the assessment of the relevance of metabolites in 
groundwater of substances

https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_app-proc_guide_fate_metabolites-groundwtr.pdf


36

Changes to EU PPP Active Substance 
application (representative product)

• 3. Application rate and concentration of the 
active substance – remove?
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Metabolism, distribution and 
expression of residues 6.2 (AS)

Consider export to RUEDIS database
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Combination of data

Appendix G of “Administrative guidance on 
submission of dossiers and assessment reports for 
the peer-review of pesticide active substances “

• Metabolism in primary crops - OECD Test Guideline 501

• Metabolism in Rotational crops - OECD Test Guideline 502

• Metabolism in livestock - OECD Test Guideline 503

• Crop field trials - OECD Guideline + 509 OECD Guidance 
Document on crop field trials 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2019.EN-1612
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Combination/Aggregation of data
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Possible solution

When to use a summary document, when to use a 
report and when to use CSV/XML attachments?


