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Agenda

* Introduction of ASMoR

+ Exchange on a specific aspect of the Reform:

+ Generic Risk Approach and Essential Use Concept

Point of particular attention: Need for derogations for safe (not only essential) uses

+ Exchange on the overall Reform of chemicals risk management

+ Conclusions
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Introduction of ASMoR
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The Generic Risk Approach

and the Essential Use
Concept
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Considerations regarding the Application of
the Essential Use Concept

TARGETED USE WHERE OTHER SK GMT SHEEPING USE PROPOSED UNDER THE

+ Montreal Protocol (ozone-depleting + Proposal to ban all ‘Most Harmful

substances) Chemicals’ (MHC) in consumer and

n professional articles
« Biocides Regulation

+ Exemption to be permitted only for
essential uses

+ Even uses that do not lead to exposure

and are safe would be prohibited



Regulatory Purpose 1:

Speeding up Regulation

Some perceive that chemicals risk management is currently too slow. They argue that a blanket ban
with possible exemptionsfor essential uses will be “faster and simpler”

our perspective
* We recall that when REACH Authorisation was set up, the argument was similar. It was thought that

the process would place the burden on industry and be simple for authorities. This has not been the

+ GRA/EUC would require authorities to review all applications for irrelevance - extremely granular

nd teniive assesment Even or pplations where he authoriies hve retabie formation
that they are safe and useful.

GRA/EUC is not a panacea for regulatory efficiency. Realistic impact assessment is needed.



Reg. Purpose 2: Promotion 1 LI
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A glimpse of the workload for assessing essentiality claims: A

selection of uses of one of the concerned substances—
Nickel
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Possible disproportionate impact of GRA on substances that
may be classified in the future — exampleofsilicone sealants
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Adjustments considered by the COM: safe
uses and a more targeted approach

CARACAL papers of EU Commission of 2022: VEha

ci
the priority remains to first restrict substances on their own and in mixtures, although restrictions of (some) derogations upon
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Derogations for minimal exposure

Concept, as formulated in the GRA-survey: “Derogations from restrictions and/or authorisations

granted if it is proven that emissions/exposure for uses of substances in articles and for industrial

uses of substances in mixtures are absent/minimal throughout the lifecycle AND there are no suitable
alternatives. “Minimal exposure” route”

Demonstration of minimal exposure in the life-cycle

Not the entire life-cycle should be considered, but only the actual use by the consumer (or

profesionalWe ject oa broadening of the GA and EUC concept f fe<yle pases that are coveredby os
Availability of no alternative

Where suet or both HH and ENV insured, th derogation should be granted regardless
of alternatives hat my or may not be aval. ot te workondfo nd + authorities
oi crease an regretabie substation may b promoted



The Revision of Chemical Risk Management

should contribute to the Green Deal objectives

+ There appears to be a lack of consideration on how the revision of chemical policy (in

particular a shift to hazard-based approaches) negatively correlates to other policy objectives

(e.g. the reduction of greenhouse gas emissions / prevention of climate change, circularity or
other sustainability considerations).

«+ Furthermore, chemicals policy does not seem to sufficiently take into account other EC policy

objectives, e.g. related to the resilience and strategic autonomy of EU markets (as outlined in

the EU Industrial Strategy)



Questions — Essentiality

* What will be the further process in establishing the definition of essentiality?

+ Regarding Analyses of Alternatives in the essentiality context



Questions — Hazard-based approach and

prevention of regrettable substitution

* Have you considered how to avoid negative trade-offs when pushing for substitution simply
based on hazard?

~The push for substitution of MHC in esentis and af uses wil be s0 trong that industry wil need to
ibe oven hen leds to

+ ASMoR believes that upfront exemptions (based on screening) and further derogations (other
than for essentiality) upon application are necessary

* Howwill prioritisation be informed, if screenings for likelihood of risk / essentiality are not

done upfront?



Taxonomy:
+ On 3 August 2021, the Platform on Sustainable Finance ('PSF') published a draft Technical Report and its Annex on

preliminary recommendations for technical screening criteria for the EU Taxonomy environmental objectives 3 - 6.
These documents reference to the EUC, which i still not defined/developed under EU chemical legislation.
+ The same pies to the already adopted EU Taxonomy Climate Delegated Act establishing the technica crering criteria for determining the

conditions under which an economic ctiity qualifies s contributing substantial to cimate change mitigation or climate change adsptation).
here the esseiial use concept appears under the Annex | and Annex I Technical creing criteria fo latechange miigation and adaptation
in DNSH). The esentaluses criteria ae currently under developmentnd therefs no definition yet of “essential uses” beyond the ane used in he
Montreal Protocol, mite in cope. However, referencing lady in Taxonomy o the EUC val limit theeb of numerous sectors and hamper
notation bothbeing detrimental othe achievement of th European Green Deal goss

 ASMR, therefore, already in December 2021 recommended that the Commission Platform avoids propasing measures onthe bass of
developmentswhich remain undefined 3 of ye, of subject to ongoing legislative debate - in his cas, threvision of existingchemicals
legistation Instead, wesuggest applying the Better Regulation principles fo th achievement of poitical goals.



The reform of risk

management
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Proposed Reform of the Candidate List

+ If candidate listing has too many different * We argue against a dynamic link between
legal consequences, it cannot be used in a CLP and the candidate list.
targeted fashion.

« The MSC could carry out a relevancy
“Better tools than the candidate list should be assessment before adding a substance (or
identified to trigger information from specific uses of a substance) to the candidate
downstream users (DUs). (e.g., the PACT list.
under "Assessment of Regulatory Needs").

+ Data collection should be limited to
information that is relevant. The timeframe
for providing data should be limited.



Proposed Reform of the Candidate List

+ We oppose the introduction of a general + We are against the introduction of a list of

fee system for SVHCs. alternatives

* It would be a continuous tax on the safe * There is rarely "one" alternative for the use

use of SVHCs where there is no alternative of "one" substance.

and where the use may even be essentialwhere the use may ev + - The analysis must be use-specific anda ist
for society io

of alternatives for a substance would be

too simplistic and misleading.



Policy options

* We believe that he proposals inthe The hole of sk managament option shouldCARACAL popes woul not make the aot be Save on lesion sone.PACA
* We advocate an early RMOA / Assessment of

* We propose to use the above-mentioned Regulatory Needs.etrysein0 nude the open to
limit authorisation to specific uses of SVHCs * Art. 68 para. 1 could be revised to better
‘where authorisation could really make a distribute the burden of proof between
difference. This would also ensure that the authorities and industry.
workload is manageable for authorities. + We call for a better integration of REACH

with other EU legislation (criteria for the
selection of RMOs should be defined).



Questions

* What is the status of considerations on the Candidate List and the multiple functions that were

considered to be assigned to it?

+ What is the current thinking about how to combine different elements of the policy options?

* Has the Commission integrated suggestions made by MS / stakeholders (e.g. ASMoR on a

reformof Authorisation / Article 68(1))? What do you think about these alternative reform

ideas?



ASMoR Recommendations

for the way forward
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Recommendation 1 regarding derogations:
There shouldbegeneric derogations (granted by authorities after screening process). For the rest, derogation
maybe granted based on applications. (gain in efficiency, compared to derogations only based on application).

Recommendation 2 regarding derogations:
Two derogation routes should exist 1) for safe uses (/useswithminimal exposure]; (2) for essential uses

In particularforarticles, Art. 68(2) restrictions should be used asa last resort, Le. onlywherethere sa is /
concern that cannot be addressed by more targeted ROS. Targetingof sectors would help in this regard.

An early screening process (RMOA) could help define an appropriate scope and generic derogations, which would
Tighten the workload for both industry and authorities



Further ASMoR recommendations

+ Object to the proposed broadening of the GRA to also cover industrial uses

+ Professional uses should not all be subjected to GRA.

+ We support the inclusion of concentration limits, but stress that for some substances release

limits are more appropriate.

+ The burden of proof regarding alleged alternatives should be more fairly distributed (who

claims that there is an alternative should be required to provide sufficient information to

assess it)



+Timeline and process
* At the CARACAL meeting 2 proposals have been announced:

PROPOSAL 1: ia comitology procedure (fst rocedure)for REACH Annexes+ Restriction Ar. 631. What re theother aspects

+ PROPOSAL2:ia ordinary procedure wi thisproposal contain the majorchangesto thelegislation (Auth4RestsGRAVEL)?

* New engagement opportunities
+ Follow-up material
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How ASMOoR sees the GRA + EUC fitting into EU Chemicals Risk Management
Exposure. Risk Pr RMC
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