Annex 1: List of new studies to be provided under Art 43 application for Captan 80% WG (including Cat 4 studies and submission date)

Annex Point

Study title (if available) or study
type

Study duration

Completion
date/report number
(if available)

Justification (including if study is a cat4
study)

KCP 5.2

Validation in animal matrices

4 months

May 2025

Proposed as CAT 4 study

Justification of the necessity of the study:
Due to a modification in the residue
definition for monitoring in animal matrices
after the renewal of approval, which
inchudes relevant metabolites.

Evidence that the study has  been
contracted:
See study plan provided

Justification why the study has not been
started before:

CRO’s duly qualified for doing these kind
of studies were over loaded and they didn't
have capability available for sooner dates

KCP5.2

Independent Laboratory
Validation in animal matrices

9 months

October 2025

Proposcd as CAT 4 study

Justification of the necessity of the study:
Due to a modification in the residue
definition for monitoring in animal matrices
after the rencwal of approval, which
includes relevant metabolites.

Evidence that the study has been
contracted:
See contract provided




Annex Point

Study title (if available) or study
type
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Completion
date/report number
(if available)

Justification (including if study is a cat4
study)

Justification why the study has not been
started before:

CRO’s duly qualified for doing these kind
of studies were over loaded and they didn't
have capability available for sooner dates

KCP 5.2

Independent Laboratory
Validation in drinking water

7 months

August 2025

Proposed as CAT 4 study

Justification of the necessity of the study:
Due to a change in the residue definition for
monitoring in drinking water after the
renewal of approval, since at inclusion no
residuc definition was considered to be
relevant.

Evidence that the study has  been
contracted:
Sce contract provided

Justification why the study has not been
started before:

CRO’s duly qualified for doing these kind
of studies were over loaded and they didn't
have capability available for sooner dates.

KCP 5.2

Validation body fluids

3 months

April 2025

Proposed as CAT 4 study

Justification of the necessity of the study:
Due to a change in the residue definition for
monitoring in animal fluids and tissues after




Annex Point

Study title (if available) or study
type

Study duration

Completion
date/report number
(if available)

Justification (including if study is a cat4
study)

the renewal of approval, which includes
relevant metabolites.

Evidence that the study has been
contracted:
See study plan provided

Justification why the study has not been
started before:

CRO’s duly qualified for doing these kind
of studics were over loaded and they didn't
have capability available for sooner dates.

Trials on orchards for application
of captan formulation comparing
precision and accuracy achieves
via conventional application
equipment versus other
application equipment and
practice reducing exposure

2 years

February 2027

Proposcd as CAT 4 study

Justification of the necessity of the study:

In Commission Implementing Regulation
(EU) 2024/2186 renewing the approval of
the active substance captan, certain
conditions are applied. For outdoor
application on orchards only certain uscs
will be authorised, uses via pesticide
application equipment that increases the
precision and accuracy of the application
and, while maintaining the application rate
on the targel surfaces, achieves an average
reduction of at least 61% of the applied
plant protection product (per hectare) and
a minimum of 20% reduction of plant
protection product loss to the ground,
compared to applications via conventional
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type date/report number | study)
(if available)

application equipment and practices,
therefore, minimises the drifi (o areas
outside the target surface of the crop (e.g.
canopy).

To comply with such conditions, it is
necessary to conduct studies on orchards
with captan product to compare
effectiveness of different application
cquipments and to obtain information on
appropriate application equipments that
allow to achicve the conditions applied in
the Renewal Regulation 2024/2186

Evidence that the study has been
contracted:

The type of study to be conducted nceds to
be discussed and agreed with the
authorities, which is currently underway.
Oncc agreed, will be contracted. Therefore
it is not possible to submit evidence at this
time.

Justification why the study has not been
started before:

There was not time enough from the
publication of the Renewal Regulation for
captan to get a feedback and agreement
from the authoritics on the type of studics
that need to be conducted.




