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Member State activities observed

Annex lll to 1107/2009 - unacceptable co-formulants

# Compounds listed may not be used as a co-formulant

# Could be present as impurities in co-formulants at maximum 0.1%

2022 2023 2024

® Requests for ‘full compositions’ # Requests for co- # Requests for
# Suppliers provided detailed formulant data !nforma_ltlon on certain
information to requesting # Varying types and Impurities
authorities details

# Varying details

# Fully reliant on suppliers - no
means of control

# Commission technical workshops on
risk assessments for co-formulants

# Data maintained in country specific databases on co-formulants

® Competent authorities’ decision making not aligned within the zone or in EU27
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Pragmatic approach needed

Evaluation of co-formulants in (representative) formulations

# Translation of EESA Technical Report and the “Technical Workshop on Risk Assessments of PPP’s

Into evaluation practice ongoing, solutions however pending j}
# Repetitive collection of information b §$
® EU evaluations in different legal frameworks # Non-EU evaluations /\31) w\‘/*};&(\ =
# Classification # REACH registered endpoints { =
# Time intensive in collection and evaluation  Fjms== e = e [ }t] {‘Q‘v’ 'u
# Better management necessary, e.g. . =
# when already assessed .
# non-hazardous compounds A
® Focus on not yet assessed M - l
Regulation (EU) CLP Regulation | Supglier 5D v
co-formulants N
® Future proof technical solution needed

EEEEEE


doi:10.2903/sp.efsa.2022.EN-7547

Set the right priorities and safeguard resources

Guidance Document on changes of the chemical composition of authorised PPP - SANCO 12638-2011 rev.3

# Relating the equivalency of co-formulants in a newly harmonized approach

Action Authority response time
Type 1: Administrative changes Notification 3 months
non-significant Type 2: Alternative co-formulants (including
alternative sources) Application 6 months
significant Type 3: Change of composition
® Dealing with perceived and not real changes in formulations
# Not in line with REACH principle of sameness
® Not focusing on hazardous components only
@ Lacking predictability: Authority feedback needed for all and amendments to the change type
possible - likely timeline impact

® Many questions raised during commenting and ask for involvement and stakeholder

exchange
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Multitude of studies can bind valuable resources

® Call for all combinations of alternative co-formulants to be tested — resource demanding

Co-f.3
Supplier 3

Co-f. 1 Co-f. 2
Supplier 1 Supplier 2

Co-f. 1 Co-f. 2
Supplier 6 Supplier 7

7

Co-f.3
Supplier 8

Authorization
holder 2

Authorization
holder 1

\

Co-f. 4
Supplier 4

Co-f. 4 Co-f.5

Co-f.5
Supplier 5

Supplier 9 Supplier 10

.

Authorization
holder 10

F3 F10

MS MS MS
Regulator 1 Regulator 2 Regulator 3

MS
Regulator 27

32
combinations

Upto 8

j—

phys-chem studies

N=10

N=10

N=27

\_Y_J

—

Up to 256
phys-chem studies

64
Storage stability studies

Up to 2700
notifications or
applications
® Improvement needed — for the sake of industry and evaluators

o |
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Pressure on supply chain resilience and impact on
food security

# Needs:

— Rapid responses and predictability with alternate sources

® Challenges:
— Dynamic situation through REACH registrations: data - assessments = classifications = impact in PPP’s

— Dynamic supply chains: site shutdowns due to accidents, weather, upstream supply issues,
blocked sea lanes, logistics issues, and geopolitics

. . .. SUPPLY CHAIN DISRUPTION OVERVIEW
— Divergence in opinions across Member States

Supply chain disruption events (Q1 2020-Q1 2023)

. Q2 2022
ﬂ CO n Seq U e n CeS . é:?zz - g ’@. s‘%\:\lilz:.&;,e::;g:?ce Q4 2022
. . S:ipping container Global gfmer (:jutages Safng,ere) ' V"’\, :::;T:r‘egsr(eacsel:sé?cn:tm
— Inability of effective management i ot o @) Febmeiessuers Yk sconomit)
inflationary pressures
— Fragmentation of the common market — but: ? i ? l ¢ T i T
i ) .. AR, Q12020 Q12021 Q32022 _/S‘*‘I Q12023
« formulations are not manufactured for individual = " emegencect A LabourMarket - Beginning = Geopoliticalcrisis " China moving
COVID-19 of Great Resignation® Q1 2’:’22 between China Zv(;:I)I'I;r °"|‘. Zero:
Member States §)) voarstormsinTesas SR -
15 s (B T amasyia

— Drive to single sourcing and fragile supply chains

Source: The Smart Cube
|
C

— Vulnerability of food security
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One Substance — One Assessment (OSOA)

Legislative package

# To improve the efficiency, effectiveness, coherence and transparency of issuing safety assessments

Bringing together chemicals data in one common data platform,
enabling commissioning of testing/monitoring, introducing study
notifications, setting up early warning system for emerging risks

Regulation establishing a common data

A 4

platform on chemicals

\ 4

\ 4

Strengthens ECHA governance and adapt it to its future role,
streamline the working methods of ECHA bodies, restructure ECHA
committees (RAC, SEAC)

European Chemicals Agency — proposal for

A 4

a basic regulation

Not yet published
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One Substance — One Assessment (OSOA)

Regulation establishing a common data platform on chemicals — a possibility for co-formulants

# Bringing together chemicals data in one common data platform - all available data on co-formulants in one

® All data from chemical legislations in scope
# Incorporate existing informational platforms
# Repository with HH and ENV reference values

# Full access for authorities, incl. confidential information

# Enabling commissioning of testing/monitoring
# When further information is considered necessary
# Not to fulfill applicant’s data requirements

# Could be standard studies, monitoring and out-of-the-box testing
# Introducing study notifications

# Notification of studies needed for compliance with EU regulatory
requirements

# PPP specific notifications stay with EFSA

# Common approach for notifiable information

® Setting up early warning system for emerging risks

database

- Data needed for assessment could be
generated

- Overview on new studies for co-formulants

—> Early indicator for Annex Il candidates
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Additional challenge from the new CLP hazard classes
ED HH and ENV, PBT/vPvB, PMT/VvPVM

# Co-formulants are substances or mixtures and need to be self-classified within the transitional
timelines — deviations in classification possible

20 April 2023 1 May 2025 1 November 2026
1 IL []
' 24 months : 18 months '
2
“l Substances on the market Transition pericd —
MNew substances on the market: new classification and labelling mandatory

|

20 April 2023 1 May 2026 1 May 2028
1 1

36 months ’ 24 months

Transition period

Mixtures on the market

New mixtures on the market: new classification
and labelling mandataory

* on the market refers to packed material
entering the supply chain

Séurce: ECHA
# Communicated classifications changes for co-formulants will lead to

# amendments in product composition

# late revisions of product classifications

# Increased dossier updates

# Label changes may occur on short notice and possibly multiple times within a shorter timeframe

10

# amendment of the REACH Regulation will add to that
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Take aways

® Current activities are repetitive and not future oriented.

® Sustainable work practices are essential - ensure
manageable workload across all parties.

@ Significant opportunity to collectively pursue enhanced
regulatory measures.

EEEEEE






	Slide 1
	Slide 2
	Slide 3: Member State activities observed
	Slide 4: Pragmatic approach needed
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12

