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Ctgb

Board for the authorization of plant
protection products and biocides

L

170 employees

R

Ctgb Board:

* Independent, non-profit Members appointed

by the ministry

 Board decides on national
authorizations

* Access to Dutch market or%fil
with authorisation of Ctgb




Biocides - Transitional law vs BPR

* NL-transitional law

— Active substance/PT still under review in EU
— Access to Dutch market only

— In Ctgb database of authorised products

BPR
— Active substance approved
— Access to EU market

— In Ctgb database of authorised products except for
union and simplified authorisations

— In ECHA database of authorised products

ctgb



Ctgb core task

The task of the Ctgb is to assess whether
ppp and biocidal products are safe for
humans, animals and the environment

and efficacious in accordance with criteria

laid down in legislation

NL-legislation: Wgb
EU-legislation since 2013: BPR 528/2012
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Ctgb core task

The task of the Ctgb is to asse hether
ppp and biocidal product for
humans, animals and the e@@ronment

and efficacious in accordan ith criteria
laid down in legi on

Based on:

- Proposed use of the product

- Relevant properties and scenarios
- Risk Mitigation Measures
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Risk Mitigation Measures

Schematically; RMM in assessment procedure

Hazard identification
Effect assessment (toxicology) Exposure assessment

Risk characterisation

Conditions of use

Source: UBA Risk mitigation Risk mitigation measures

e Conditions of use should be appropriate

RMM should be realistic, feasible, appropriate
(and enforceable)

Different processes at NL level and at EU level

ctgb




Risk mitigation on National Level

* Transitional law

— National assessment framework

* Where possible the RMMs are in line with
ECHA list of frequently used sentences (follow
BPR)

e Appropriateness of sentence for proposed use
should be demonstrated by applicant

* Please note (WG/GA (‘Directions of use’)) differ
from SPC in format (shorter)

— Board for authorization:

* Keen on appropriateness and suitability of
mitigation measures

ctgb



Risk mitigation on National Level

WG/GA (instructions) is only intented for the
user of the product, not for users of treated
articles and /or third parties involved.

— Example:

* Treatment of wastewater (cooling sytem) or
sewage sludge (user of the product should
ensure that biocide is correctly disposed).

* Treated wood: consumer cannot be expected
to treat wood in a certain way, therefore
restrictions on use-class laid down on the
product.

ctgb




Risk mitigation on National Level

* Risk mitigation with regard to National

Specific Elements
* National Element:

authorised under article 19.5 BPR, wil|
be regulated via a national specific

aral IPM svstem. Until the i
P {5 ed, only the

outdoor use nticoagulants for the
control of ra regulated via a
national spe IPM system.

A2b |ENV <"‘”TJse of rodenticides that are

An integral IPM system for the
control of mice and rats outside and
inside buildings will be developed.
This integral IPM system will be
implemented at the first renewal of
authorisations of rodenticides based
on article 19.5 BPR. Ctgb Board
decision C-317.1.8 September 2018
Products for the control of rats

5.1. Instructions for use

the latest version of the IPM rodent control
manual, by companies and (agricultural)

the framework of an IPM system as defined in

institutions certified for IPM rodent control.

brs are necessary but their
peds to be limited because of

The use of this product is only permitted within h risks identified. Ctgb Board

pn C-253.1.9, May 2013
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Risk mitigation in EU processes

Shift from Netherlands national procedure
to EU procedure (BPR).

NL follows procedures for risk mitigation
measures as established in the different
application types under BPR.
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Product applications - BPR

Union Mutual National Authorization
Authorization Recognition (no cMSs)

CA
Receiving CA
roposed RMM @
Proposed RMM

e
@d' . Proposed RMM
iscussion
Member states¥liscussion
Proposed RMM
agreed RMM RMM

pinion
Disputed RMM
 Proposed RMM RMM
decision @ecision (involved MSs)

G RMM ey RVIM
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Product applications - BPR

e RMMs are part of dossier (Risk assessment
= evaluation + RMMs)

* Different processes lead to different
responsible bodies for dossier evaluation

* As well scientific bodies (WG), as policy
bodies (SCBP, CG) involved in discussion

making

e Conclusion: challenge to harmonize Risk
Mitigation measures across products and
across Member states.
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Risk mitigation in EU

ECHA - List of Frequently used sentences

 Relevant SPC field, the product type, and
the type of user

e Aim to harmonize
e Disclaimer

Recent / current actions on EU level:

CG document "clarification about
assessment of BP concerning misuse"

CA action: newsgroup started to change
update and revise List of Frequently Used

Sentences.
ctgb




Risk mitigation — Examples

e Human Health:

* PPE; the use of gloves for non-
professionals

CA decision:

“..the person responsible for the placing on the market for use by
non-professionals of a paint [..] shall ensure:

That the paints are supplied with appropriate protective gloves in
compliance with European Standard EN 374 or equivalent

That the label indicates that protective gloves must be worn
during use”.
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Risk mitigation — Examples

Human Health:
* PPE; the use of gloves for non-professionals

How to implement this measure:

— Feasability; how to be provided(?) within
product packaging or separately?

— Enforcement: check whether gloves are
included in shop (?)

* Question: how is this implemented in BE (?)
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Risk mitigation — Examples

Environment

* |nsecticides — non professional use;
Discussion on very specific measures to
achieve safe use;

— Dilute X gram product in X liter water;

— Spraying for a limited number of seconds
per X m3;

— Cover the floor / soil;
— Place on location that will not get wet.
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Risk mitigation — Discussion

* Recently several MSs have been doing
research / surveys to investigate the
compliance of the general public to risk
mitigation measures.

* |n addition; UBA concluded in a report
on the proper use of biocides:

Monitoring of environmental samples and biota shows how biocides contribute to
environmental pollution, even if active substances are used in authorised products subject to
risk mitigation measures. For example, widespread exposure of wildlife to anticoagulant

| ctgb
18ﬂ Source: Shaping a proper use of biocides, UBA, June 2024 g




Risk mitigation - Surveys

Germany (Stark et al., 2023):

Consumer survey regarding perceived
practicality and comprehensibility of
RMMs (n=1062)

Main conclusion:

» More than 25 % indicate low
comprehensibility and practicability of
instructions.

»~25% low protection motivation.
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Risk mitigation - Surveys

Belgium:

Consumer survey regarding the use of
desinfection products by consumers

(n=2025)
Main conclusion:

» Most consumers will practice unintended
use and have too little knowledge
regarding the use instructions for PTO1,
PTO2 and PTO4 products.

Source : STUDIE VAN HET GEBRUIK VAN BIOCIDE ONTSMETTINGSMIDDELEN BIJ DE BELGISCHE C g b
BEVOLKING - 2022




Risk mitigation - Surveys

Netherlands:

Consumer survey regarding knowledge
and behaviour of pesticides by consumers

(n=1038)
Main conclusion:

* Pests experienced; ants, mosquitos, slugs
Mostly treated with chemical pesticides
Effictivity of measure is most relevant

e Need for information on label

ctgb

Source:

Milieu Centraal. Onderzoek naar kennis, houding en gedrag ten aanzien van bestrijdingsmiddelen. April 2024



Risk mitigation - Discussion

Based on these findings:

Chemical biocides are used by
consumers; lack of knowledge and
unintended use occur largely

Need for clear and practicable labels

How to include unintend use in risk
assessment if it is widespread?

» Consumer behaviour relevant aspect for
development of (emission) scenarios !?

ctgb



Risk mitigation - Conclusions

 Difference between NL transitional law
and BPR and within BPR; though aim for

harmonization

e Several bodies responsible for RMMs;
assessment as well as policy involved

* Discussion and actions ongoing on
RMMs at EU level

e Further investigation needed
on compliance with RMM by general
public

ctgb




Risk mitigation — Way forward

* Role for the evaluators / risk managers:
Critically assess proposed RMMs.

anses

for food, environme
pational health safety

Health
Food Chain Safety
Environment

ctgb




Risk mitigation — Way forward

>« Role of CAs / ECHA:

Investigate the need to include (expected)
consumer behaviour in evaluation
scenario’s and default values for risk

g assessment.




Risk mitigation — Way forward

* Role for the applicants:

Get instructions clearly to the user and
help in avoiding unintended use or
misuse.



Thanks for listening!

Thanks to the Ctgb
Colleagues!

maarten.klunder@ctgb.nl
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Product applications - BPR

e Schematic: national authorisation

RECEIVING RECEIVING
COMPETENT COMPETENT APPLICANT
AUTHORITY AUTHORITY
e h Draft assessment report Additional
gfs;i;?o::t : based on full or partial information if
Ye evalustion requested
RECEIVING
COMPETENT
AUTHORITY APPLICANT

Decision on the renewal :
of the product 30 days to provide

authorisation vritten comments

This graphic shows an overview of the dossier evaluation process

ctgb

Source: ECHA



Product applications - BPR

* Schematic: mutual recognition process

REFERENCE REFERENCE
COMPETENT COMPETENT APPLICANT
AUTHORITY AUTHORITY
< Draft assessment report ; Additio.nal -
Dec;i:;n on the based on full or partial information if
i BN P evzluation requested
REFERENCE AND REFERENCE
CONCERNED COMPETENT
COMPETENT AUTHORITY AUTHORITY APPLICANT

Decision on the renevwsl
of the product
authorisation subject to
mutual recognition

Final draft AR and draft _
SPC are sent to apglicant 30 days to provide
and cMSCA trough R4BP 3 written comments

In case of disagreement
the case isreferred to Coordination Group
the Coordination Group

This graphic shows an overview of the dossier evaluation process

ctgb

Source: ECHA




Product applications - BPR

e Schematic: union authorisation

EVALUATING EVALUATING
COMPETENT COMPETENT
AUTHORITY AUTHORITY

Draft assessment report

ier evaluation .
Dossier evaluatio and conclusions

COMMISSION APPLICANT
Decision on the Union Possibility for written
authorisation of a comments

biocidal product

ECHA ECHA
Biocidal Products Biocidal Products
Committee opinion Committee peer review

This gr?h IsAhows an overview of the dossier evaluation process

Source: ECH
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