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In dossier section 4, summaries of all analytical 
methods are provided:

– Active substance

– Impurities

– Residue methods

• Crops

• Livestock

• Body fluids

• Soil 

• Water

• Air

• Etc. 

Section 4 and OHT 87 –
some considerations

In IUCLID: Huge dossier section with no substructure



Section 4 and OHT 87 –
some considerations

Challenging for preparation and assessment
Proposal for discussion: Split in accordance with the relevant EU Regulation

Example – AI Renewal dossier (BASF 
test server: 83 entries)

Example – AI Renewal dossier (Public 
IUCLID: 42 entries)



Section 4 and OHT 87 –
some considerations

EU Regulation 283/2013 foresees different subsections



Section 4 and OHT 87 –
some considerations

Relevant guidelines analytical method – applicant view

Technical Material and Preparations - Analytical methods for Annex II (part A, Section 4) and 
Annex III (part A, Section 5) SANCO/3030/99 rev.5 - 22 March 2019

US EPA 830 series

Residues Analytical Methods for Risk Assessment and Post-approval Control and Monitoring 
Purposes - SANTE/2020/12830. Rev 2 – 14 February 2023

Technical Guideline on the Evaluation of Extraction Efficiency of Residue Analytical Methods –
SANTE/2017/10632. Rev.5 – 11 May 2023

Working document on the summing up of LOQs in case of complex residue definitions -
SANCO/12574/2014 rev.5.1, 30 November-1 December 2015

OECD Guidance on Pesticide Residue Analytical Methods (2007, No. 72)

US EPA 860 series



Section 4 and OHT 87 –
some considerations

Today: Different guideline requirements for product chemistry and residue chemistry
Future (after revision of OECD GD): More differences expected

Relevant guidelines analytical method 
– applicant view



Section 4 and OHT 87 –
some considerations

Pick list selection available for method
Dynamic content rules not established: Repetition of contents

OHT 87 – findings (IUCLID 6.7, including points raised by J. Juanes)



Section 4 and OHT 87 –
some considerations

After adaption: OHT 87 not suitable;
Suggestion: Split between product chemistry (4.1.1 and  4.1.2 / 4.2)

OHT 87 – findings (IUCLID 6.7, including points raised by J. Juanes)

Must be by analyte

Not required for PC

Not required for
Residues

Only applies to
MS/MS methods



Conclusion and proposal on path forward:

– Establish substructure as foreseen in Reg. 283/2013

– Discuss with OECD to separate Endpoint Study Record (OHT-
87) for

• Product chemistry methods

• Residue analytical methods

– If agreed: Continue to develop further both method OHTs 
including 

• Differentiation of fields / contents by method type (according 
to data requirements listed in guidelines) 

• Inclusion of suitable picklists / drop down lists

• Upload functionality for new dossiers

• Functionality check 

Section 4 and OHT 87 –
some considerations

Without considerable modifications of OHT 87: Update of validation rules not 
considered as feasible 


