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Annex 1- Procedural information

LEAD DG, DECIDE PLANNING /CWP REFERENCES

The preparation of this Impact Assessment Report was led DB nment (ENV) and DG
Internal Market, Industry, Entrepreneurship and SMEs (GROW).

The agenda planngreference is PLAN/2021/10629.

The initiative, to which this impact assessment relates, is referenced in the 2022 Commission
Work Programm€ under thepolicy objective 1. Zero pollution package.

ORGANISATION AND TIMI NG

The revision of the CLP Regulation (Regulation (EC) No 1272/2008 on the classification,
labelling, and packaging of substances and mixtures) is a core deliverable under the European
Green Deal and the Chemicals Strategy for Sustainability.

The Inception Impact Assessmemwta s published on the “Have
4 May 2021 with a feedback period untiDline202%. 182 comments were received and taken
into account to develop the impact assessment.

The Inter Service Steering Group (ISSG) for the Impact Assessment was set up by DG ENV
and DG GROW, who are a@sponsible for CLP. It included the following DGs and s=wi

BUDG (Budget), CLIMA (Climate Action), COMP (Competition), CONNECT
(Communications Networks, Content and Technology), ECFIN (Economic and Financial
Affairs), EEAS (European External Action Service), EMPL (Employment, Social Affairs and
Inclusion), ENR (Energy), Eurostat, FPI (Foreign Policy Instruments), INTPA (International
Partnerships), JRC (Joint Research Centre), JUST (Justice and Consumers), MARE (Maritime
Affairs and Fisheries), MOVE (Mobility and Transport), NEAR (European Neighbourhood
and Emargement Negotiations), OLAF (European ARtaud Office), REGIO (Regional and
Urban Policy), RTD (Research and Innovation), SANTE (Health and Food Safety), SG
(SecretariatGeneral), TAXUD (Taxation and Customs Union), TRADE, as well as ECHA
(European Chmicals Agency) and EFSA (European Food Safety Authority). A total of
meetings of the ISSG were organised between spring 2021 and spring 2022: more specifically,
meetings were held on 31/05/21, 15/10/21, 18/01/22, 17/02/22, 14/@B&B/2022and
06/042022

The ISSG meetings discussed the main milestones in the process, in particular the following:
the Inception Impact Assessment, evidence gathering, coherence with other ongoing draft
legislative initiatives, the consultation strategy and main stalehobnsultation activities.

An open public consultation, intended gather opinions on the revisiomas open for a
duration of 14 weeks from 9 August 2021 to 15 November 2021. Moreovargeted
stakeholder survey was open for a duration of 6 wdeks 10 November to 22 December
2021. The latter was intended to gather opinions on the CLP revisionMember State

1COM(2021) 645

2 European Commission, Revision of EU legislation on hazard classification, labelling and packaging of
chemicalsavailable athttps://ec.europa.eu/info/law/betiergulation/haveyour-say/initiatives/12978Revision
of-EU-leqgislatioron-hazardclassificationlabelling-and packagingof-chemicals_en
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authorities/competent bodies, representatives of EU industry associatiorssiéWational
level worker representative groups/trade usjd#GOs/environmental charities and consumer
associations, academics/experts, as well as SMEs and retail.

In addition, the progress and updates of the impact assessment activities were presented at the
following open session meetings of the Competent Aittke for REACH and CLP
(CARACAL)® expert group:CARACAL-40 (2930 June 2021) and CARACA42 (1718
November 2021)These meetings were attended by Member State Competent Authorities and
accredited stakeholder organisations, and in their framework dsesiswere held and
feedback was given.

Furthermore, extensive discussions on specific issues of CLP revision were held hod
meetings of CARACAL on CLP revision, with wide Member State and stakeholder
participation: CARACAL on Persistent, Mobile aidxic, very Persistent and very Mobile,
Persistent, Bioaccumulative and Toxic, very Persistent and very Bioaccumulative (PMT, vPVM
and PBT, vPvB) substances (30 September 2021), CARACAL on Annex VIII (Poison Centres)
and Online Sales (27 October 202CARACAL on harmonised classification and labelling
(CLH) prioritisation, Predicted N&ffect Concentration (PNEC), Derived Nidfect Level
(DNEL), Derived Minimal Effect Level (DMEL) and Labelling (6 December 2021) and
CARACAL on New Hazard Classes, Moreth@ne Constituent Substances (MO@gsJSelf
classification, (14 December 202Relevant discussionsn specific topics covered by this
Staff Working Documentwvere also held previouslin CARACAL meetings (e.g. self
classification, labelling, poison cea$) or in meetings of specific groups as e.gChmpetent
Authorities Sub-Group on Endocrine Disruptorandthe ECHAPBT ExpertGroup where
stakeholder representatives were also present. Finally, a stakeholder workshop on the
simplification and digitalisation of labelling requirements for chemicals was held on 26
November 2021.

CONSULTATION OF THE RSB

An informal upstream meeting withe RSB took place on 6 October 2021. The feedbftek
this this meeting is provided below. It will be deleted and replaced with the opinion that will
be delivered after the meetimgth the Board on 11 May 2022

Context

1 The IA needs to differentiate beten the political context emerging from the
Chemicals Strategy and the available evidence of the problems, which the initiative
aims to tackle. The impact assessment should be based on robust evidence.

1 The interrelationship of the different pieces of v@sin and downstream legislation
and their respective roles should be well described in the IA report.

1 The report should be very clear on the correlation and links of this proposal with
REACH and other legislation and initiatives, including on digital ses/i The
correlation of this proposal with the initiative on digital labelling and simplification (for
CLP, fertilisers and detergents) should be spelled out.

3 REACH Compéent authorities, available at:
https://ec.europa.eu/environment/chemicals/reach/competent_authorities en.htm
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Problem definition

The report should provide robust evidence showing that consumers demand more
comprehensive chemical information and, as there is incomplete information, this impacts their
consumer behaviour (as stated in the intervention logic).

Policy options

The baseline should not be presented as a policy option and should be seen as dynamic
ewolution of the current situation. It could, for example, already include possibleegatatory
measures, currently conceived as option 2. The baseline should cover all existing and proposed
legislation at the time of finalising the impact assessment.

Options should bring out clearly what choices have to be made and what alternatives are
available.

The currently presented option 3 may need to be unbundled. Options can be designed per
problem area and integrated in packages which can contain regulatonomrebulatory
measures. Options should address all problems identified.

The simplification and burden reduction potential should be thoroughly assessed, given the
REFIT nature of the initiative.

Analysis and impacts

The impact analysis should assess oidgable impacts (costs and benefits) on downstream
legislation following the proposed changes in the CLP. If discretion is possible in the revision
of downstream legislation, this should be clearly indicated.

The report should assess how the change®i€LP legislation will impact industry and sales
and if this will lead to less or more use of hazardous substances. How will the success look
like? (a decrease in demand for products with high health and environmental hazard?)

The impact of changing a labon consumer behaviour should be assessed.

The impact on international competitiveness should be assessed, in particular when EU rules
deviate from internationally agreed standards. When international standards are followed, this
should be justified.

Specific attention should be drawn on impacts for SMEs and possible ways to mitigate these
impacts.

The administrative burden should be analysed quantitatively with a view to tie-one
out approach.

All suggestions above from the RSB were taken exoount when developing this Staff
Working Document.

Table 1below provides an overview of the RSB suggestions at the Upstream meeting and
how they have been addressed.

| Tablel: Overview of the RSB suggestions and follgw |
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RSB suggestions on draft 1A

Follow-up of RSB suggestions in the IA

Distinguish with CSS and provide roby
evidence

Envisaged measures were impact asse
and preferred option determined on that b

Description of interrelationship  wit
upstream and dowtream legislation

SeeAnnex 5

Correlation with other legislative initiative
(REACH, digital services, digita
labelling...)

Seepoint5.1.4, further detailed in Annek
and inAnnex 8(REACH), Annex13
(digital labelling andAnnex 15 (oAline
saleg

Consumer demand more information and
this impacts their behaviour

There are no measures proposed which g
expected to increase the level of consumg
information compared to the current legal
text However desk research performed o
the scope of CLP did madentify a possible
impact from CLP on consumer behaviour
Therefore this problem will not be
addressed by this assessment.

Baseline should not include policy option

We have taken care of describing a dyna
baseling Section 5 and Annex 7)

Options tobe clear on choices made a
available alternatives

Where alternatives were availalkded not
pursued,these have been clearotivated

Option 3 should be unbuledl - options can
be designed per area and integrated
packages

Policy options wereinbundled and packed
again- See intervention logic

Options should address all
identified

proble

Seenew version of thentervention logic

Simplification and burden reductig Seesection 8.2

potential (REFIT initiative)

Unavoidable impacts (cost/benefits) | See chapter 6 and 7 and Annearél 10
downstream legislation + indication

discretion is possible in revision

downstream legislation

Impact on industry and saledess or more
use of hazardous substances

Impacts on industry have been assessed
all annexes theimpact onuse of hazardous
substanceblas been assessed in Annex 8
and 10 Direct administrative costs,

adjustment costs and impact on trade are
reported in sections 6 and 7.

Impact of changing a labeon consume
behaviour

This is covered bthe study on digital
labelling, which is reported in Annex 13, g
well asAnnexes2 and 4

International competitiveness impact to
assessed (when international standards
deviated from)

See Chapte.1.1and Annex 8

In case international standards are folloy
this should be justified

This is the case for ED criteria which havé
be designed using WHO standardhis is

5
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also the case for the starting point on digi
labelling. Elements required by the GHS ¢
a physical label would not be moved to a
digital one.

Impacts on SMEs and ways to mitigate th

The impacts on SMEs have been assessg
mitigating measures in case of increased
burden will consist essentially in additiona
support, which could be implented in the
framework of EU SME tools developed
within DG GROW and support by ECHA

Quantitative analysis of administrati
burden (onen-oneoutapproach)

Impact on administrative burden for indus
and authorities has been assessed.

Following theRSB opinionon 11 May 2022DG ENV and GROW updatedithSWD in the

following areas:

Table2: Overview of the RSBommentsnd followup

RSB suggestions othe SWD

Follow-up of RSB suggestions in the
revised SWD

(1) The analysioof the costs and benefi
should be presented in a clear and transpse
manner. The totals, bringing together

quantified costs and benefits, should be
out in the report in present values a
annualised. The figures in the annexes

the main repd should be clearly reference
and coherent with each other. The ref
should be clearer afve methodology of th
cost benefit analysis including explaini
why the 20yearappraisal period was chose

The revised SWD now contains mg
informationabouthow the costs and benef
break down (see e.g. Table 10 in sect
6.1.1.). Each section under sectioh@dsa
table with a grand total per policy optig
Annexesnow reportclearer quantification
of both costs and benefits, whémgacts car
be quantified €ee e.g.,section on economi
impacts of policy measure lp 175 Annex
8).

When it comes to benefitaje now provide
various calculations to frame the possil
positive impacts ohumanhealth and on th
environmentseepagesl75to 199Annex 8
and more specifically tabl€&® and70). This
order of scale is reported in the body of
SWD.

The justification of the 2@ear appraisa
period is better developed (s&ection 5.1)
A new headingn annex 4p. 90)summarises
the general pririples applied for thecost
(and savingsknalysis Specific details for
eachmeasure or group thereof are proviq
in the respective annexes (see e.g.,

(2) The report should transparently pres
the distributional impacts across all affec|
groups. Inparticular, this should cover th
overall impact on businesses including

We updatd tables 14 to 16WWe nowprovide
the same level of information, including
SMEs, consumers and competitiveng
where possible.

5
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separate analysis of the impacts on SM
The report should clarify the expected imp
of labelling on consumer behaviour. It shol
also provide more detail on the impact on
competitiveness of EU businesses.
dedicated section of the administrative cd
ands avings 1in scope
approach should be further clarified.
should differentiate between oraff and
recurrent costs and cost savings and
figures should beecalculated to eliminat
the mistakes.

Since the study could not be extendefiitly
cover consumer dhaviour, wecan only
report guestestimate on the impact on 1
consumer behaviourThis is clarified in
section6.2.2.

The section on OIOO has been revis
developed and checkedlhe period of
analysis is clarified and justifiedAnnex 3
reports theanalysis developed for the OIO
calculator for both 10 years and 20 years)

(3) The report should explain why it is n
possible to quantify the expected signific:
health and environment benefits. Even
causality cannot be demonstrated, the re
shoud provide qualitative evidence that t
exposure of users and of the environmen
the identified hazardous substances
decrease as a result of this initiative. T
report should provide a robust qualitati
analysis of the expected benefits, inchgl
an indication of the order of magnitude
these benefits, to justify the conclusion t
the benefits outweigh the costs for th
initiative.

See changesnplemented for comment (1
above.

When it comes to benefits, we now provi
various calculations to frame the possi
positive impacts on human health and on
environment (see pagé35 to B7 Annex 8
and more specifically tabl&® and 7. This
order of scale is reported in the baafythis
SWD.

(4) The report should make greater use of
costbenefit analysis, both quantitative a
qualitative, and strengthen the justification
the preferred option.

See changes introduced to address comt
(1) as well

(5) The report should ehrly describe th
links and overlaps of the CLP Regulati
with other chemical legislation, notab
REACH, articulate its purpose and pinpo
the remaining regulatory gaps compared
related measures, such as the Gen
Product Safety Regulation, the ket
Surveillance Regulation and the Digil
Services Act.

Improved link and references betwe
sections 7 and 8.

Figure 1 deleted and Figure 2 updated
Section 1 of the SWD. Section 5.1
describe in more details the o6going
changes and how they cover or not Gl
related issues. Clarification is brought

Annex 5

Some more technical comments have b
sent directly to the author 3G

The report wasmproved according to the
comments received.

EVIDENCE , SOURCES AND QUALITY

Two studies were contracted to update, confirm and gather more information on the findings
of the two Fitness Checks published in 2019 and 2B@0more information, see annex 6.
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CLP revision study

The Commission waassisted by an external contractor through a service contract on specific
aspects of the CLP revisidmoth for the data collection and the analysis phase of the different
policy options in the impact assessment.

The tasks of the contractor were the foling:

Provide support in defining the problems (including the scale of the problems and scope
of those affected, the subsidiarity and the EU dimension) that the revision of CLP
intends to solve, and the intervention logic of the impact assessment.
Refinethe baseline and further develop the policy options.
Compile information from previous and ongoing studies.
Process and analyse the outcome of the open public consultation.
Conduct targeted consultations with representatives from Small and Medium sized
Enterprises, retailers/importers and other sectors of the chemical industry.
Analyse the impact of the refined options taking into account solutions identified from
the consuhtion strategies.

Draft a synopsis report of all consultation activities.

The contractor participated in the ISSG meetings that were held after the signature of the
contract as well as in the CARACAL meetings. In addition, the contractor worked in close
cooperation with the Commission throughout the different phases, particularly in the latter
stages of assembling a coherent evidence base and in assessing and adjusting policy options.

On this basis, evidence was compiled by the contractor for the sewvatiglointervention
areas:new hazard classes (hazard identification); toxicity reference values and harmonised
classificationand labelling; seltlassification; labelling; CLP scope exempspanline sales

of chemicals; poison centres.

For two of thesareas- new hazard classes (hazard identification) and CLP scope exemptions
— extensive supporting studies were carried obesE supporting studies used the following
methods: rapid literature review methodology (also known as rapid evidence asseksment)
data collection and interpretation, legislative document analysis (for the CLP scope
exemptions) and data analysis (for the new hazard classes).

Evidence was also collected from the various consultation activities, by means of the following
methods: questionnaire survey, for the general public and experts, including the main
stakeholders; senrsitructured interviews with civil society associations, public authorities,
academia, and business entities and associations; as well as observation and doalysent

for collecting the opinions of CARACAL and its sgiooup members and observers.

Annex 4 provides detailed descriptions of the methodology used for the collection and analysis
of the evidence. Moreovedetailed information regarding the evidenoempiled by the
external contractor, is given in the respective Annexes that address the respective intervention
areas.

“Service contract “Technical and Scientific Support t
the Regulation on Classification, Labelling and Packaging oftsubs ¢ e s and mi xtures”, und
contract No. ENV. B. 2/ FRA/2020/0010 (group led by RPA
for the implementation of chemicals legislations on R
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Digital labelling study

Regarding digital labelling, the Commission launched a different contractthieaservice

contract mentioned above anhe¢ “simpli fication of labelli:
communicate hazard and safety information on chemicals as well as use instructions to
consu’mers?”

This led to the 1nitialtiisvaet ioonn “osfi mipalbieflilciantgi c
aninception impact assessment commamferiodastingfrom 14 July to 2Beptembe021
and the open public consultation from 24 November 2047 tBebruary2022.

CLPrelevant parts of this initiativare parbof this impact assessment.

In addition to the evidence gathering above mentioned for the CLP revision study (stakeholders
surveys etc.), the study on simplification and digitalisation of labelling requirements included
a behavioural experiment (see Anrfex Analytical Methods, Pail).

Annex 4 provides detailed descriptions of the methodology used for the collection and analysis
of the evidence. Moreover, detailed information regarding the evidence compiled by the
external contractor is given in thespective Annexes that address the respective intervention
areas.

5 https://ted.europa.eu/udl?uri=TED:NOTICE:3631Bm 9:PDF:EN:HTML
6 Chemicals- simplification and digitalisation of labelling requirements (europa.eu)

62


https://ted.europa.eu/udl?uri=TED:NOTICE:363150-2019:PDF:EN:HTML
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12992-Chemicals-simplification-and-digitalisation-of-labelling-requirements_en

Annex 2- Stakeholder consultation (Synopsis
report)

The synopsis report summarises the resultsalbfconsultation activities (open public
consultation, targeted stakeholder consultation, interviews and workshops) conducted as part
of “Technical and Scientific Support to the
of the Regulation on Classificafi, Labelling and Packaging of Substances and Mixtures

( CLBntheonehandandf I mpact Assess me nnoftietabellpgg on t h
Requirements for Chemicals and the Usebfeb e 1 1 i n g’ o hheainhigtwaloldh e r h a

To inform polcymaking on the outcome of all consultation activities;
To inform stakeholders on how their input was taken into account.

As this impact assessment also relies on another initiative on digital labelling of chemicals,
including detergents, a separate cdtagion with its own strategiias been conducted and is
included in this annex.

OUTLINE OF THE CONSULTATION STRATEGY

The aim of the consultation activities was to gather stakeholder opinions on the revision of the
CLP, and t o ens wiews,ptadticaltexperiencekaanchdatd wlere cansidered in
the policy development process, ensuring higher quality and balanced analysis of arguments
from different sources, and greater transparency for the policy development process.
Information was soughtnirelation to seven intervention areas. The consultation activities
covered the following intervention areas:

Hazard identification.
Toxicity reference values and harmonised classification and labelling.
Selt-classification.
Labelling.
Digital labelling.
CLP scope exemptions.
Online sales of chemicals.
Poison centres.

For each area, the study team collected opinions about the nature of problems in an area,
possible measures to tackle the problem, impacts of measures to various target audiences,
benefits anaosts of the measures.

The information collected on the respondents
location, organisation size, level of knowledge of the Regulation.

In the case of the open public consultasi@@PC), different questionsere provided for

experts and neexperts, to ensure that the questions were appropriately targeted to the

different audiences. In the case of the targeted stakeholder s(IF&S), question logic was

applied to ensure that questions displayed wereaptdo the given stakeholder group. The

interview templates were developed to complement, validate and enrich data collected

through quantitative surveyBinally, thebehaviowale x per i ment i nvestigate
understanding of chemical and detergents labels, the importance of different label elements as
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well as their interpretation with respect to safe use. Furthermore, the experiment tested
potentials ways to simplify labe#nd whether the introduction of digital tools could support
consumers.

Table 2below summarises the consultation tools and strategies applied by stakeholder group.

Table 2: Consultation tools and strategies applied for by stakeholder groups
Stakeholder group Consultation tools and strategies applied

General public/consumers OPGC behavioural experimenbnline survey
Representatives of the
Commission and EU agencies (e.g
European Medicines Agency, Europear
Food Safety Authority, etc.), Targeted consultationin-depth interviews
relevant EU committees (e.g., CARACAL| and adhoc consultationonline surveys
and its CASG subcommittee), experts
(e.g., academic institutions, CARACAL
observers, etc.)

OPC, targeted -consultation, follewp
interviews online surveys
Representatives of EU  industryl OPC, targeted consultationinterviews

Relevant Member State Authorities

associations/CLP consortia online surveys

EU and nationaklevel worker | OPC, targeted consultation, interviey
representative groups/trade unions online surveys

Interested NGOs/environmental ch_arl_tles OPC, targeted consulian, interviews
and consumer associations

online surveys

academics/experts

Consultation activities

The planning of the consultation activities was informed by the general principles and
minimum standards for consultation of interested parties by the Commission.

The OPC on CLP was open for 14 weeks from 9 August 2021 to 15 November 2021. The
OPC questionnaire was prepared by the Commission and distributed using the EU Have Your
Say portal. The aim of the OPC was to gather opinions on the revision of the CLP Regulation
from a boad range of stakeholders. The OPC was open to anyone interested in CLP e.g.; EU
(and norEU) citizens, researchers, businesses (including small and msdiathenterprises
(SMESs)), industry, industrial/business associations and trade bodies, goverrandntan
governmental organisations (international, European, national and local), as well as social
partners and actors. Respondents were able to provide a response to the questionnaire on behalf
of organisations/institutions (i.e. as one of the orgéiniss: stated above), or as individuals.
Respondents registered with the EU Survey portal were able to submit additional position
papers to supplement their answers. Several additional papers were submitted via email without
providing a questionnaire resmm The questionnaire was split into two sections, one

7EC (2002): Communication from the Commission. Towards a reinforced culture of consultation and dialogue
General principles and minimum standards for consultation of interested parties by the Commission. Brussels,
11.12.2002 COM(2002) 704 final.

6 4



containing 11 questions for the general public, and one containing 37 questions for experts in
the subject matter. Both sections allowed respondents to provide position papers.

The OPC onimplification and digitalization of labels on chemicals vogen for 12 weekdt

aimed to gather experiences and opinions on a possible introduction of digital labelling of many
daily used products such as glues, laundry and dishwashing detergkf@dibsing pralucts,
underCLP, the Detergents Regulation and the Fertilising Products Regulation. The findings
presented in this synopsis report and integrated in the report represents an analysis of the
responses collected on 17 February, with 205 respondents. Fourfiese of this synopsis
report, only the answete the questions related @L_P have been taken into account. The full
analysis integrating findings to the questions related to detergents products will be presented
in the next report. These answers hbeen divided by stakeholder categories: 141 from the
private sector (companies, business associations, trade unions), 11 from public authorities, and
53 from consumers’ representatives (48 cit i
Similarly as the inteview analysis, the imbalance of representation among stakeholders groups
and their different interests has been taken into account when processing the answers.

The TSSon CLP was open for six weeks from 10 November to 22 December 2021. It was
uploaded ira questionnaire format and was distributed using Alchemer®. The aim of the TSS
was to gather opinions on the revision of the CLP from an expert audience, e.g., MSCAs
involved in the implementation and enforcement of the Regulation;hdilithers and their
representing associations, NGOs and academics active on chemical risk management and the
regulatory framework. A stakeholder mapping exercise was performed to identify key target
groups. The list included those stakeholders that provided feedback to épganampact
assessment report, as well as key stakeholders in relevant sectors that have previously
participated in similar consultations (e.g., Consultation on the regulatory fithess of chemicals
legislation (excluding REACH)). Additional stakeholderusmes included National CLP
Helpdesks, poison centres and competent authorities. The mapping exercise identified a total
of 548 stakeholders, of which 80% were companies and business associations, ten percent were
public authorities, and the remaining tparcent were stakeholders from the civil society.
Particular effort was put to identify companies and business associations, given the broad range
of sectors impacted by the Regulation. The questionnaire was split into two sections depending
on the stakedlder type: one section containing questions for companies/business associations
and civil society (all other stakeholders), and one containing questions for public authorities.
The section for companies/business associations and civil society (allstdkeholders)
contained 61 questions (36 closed and 25 open text questions) and the section for public
authorities contained 58 questions (33 closed questions and 25 open questions); both sections
allowed respondents to provide position papers.

Two online surveys one on policy options for digitalization and for information from
professionals and industry users, were conducted. The consultation on policy options aimed at
gathering the opinion of the various stakeholders (consumers, professional and non
professional product users, industry, civil society organisations, national authorities and any
other interested stakeholders) on the latest version of policy options analysed in this study. This
survey allowed stakeholders to provide a punctual opinion ennikasures taken into
consideration for this analysis. The answers have been divided by stakeholder category: 12
Member State authorities, 1 consumer organisation, 43 industry representatives (industry
associations, businesses). The online surveypfofessionals and industry users collected
information from the stakeholders representing professionals and the industry on the
importance of having certain pieces of informationl on the packaging of the specific chemical
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product§ as well as the easinessunderstand the information concerning these elements in
these products.

Between September and December 2021, the Commission org@ABXCAL and CASG
ad-hoc consultationson the different intervention areas, discussing problems and possible
ways forward. Oneday long events were organised on:

CASG adhoc consultation on endocrine disruptors (13/09/2021).
CARACAL ad-hoc consultation on PMT/vPVM and PBT/vPvB (30/09/2021).
CARACAL ad-hoc consultation on Annex VIII CLP (Poison centres) and online sales
(27/10/2021).
CARACAL adhoc consultation on CLH prioritisation, PNEC, DNEL, DMEL,
labelling including digital labelling06/12/2021).

CARACAL on new hazard classes, MOCS, s##fssification (14/12/2021).

It should be noted that some of the issues have thiseussed by CARACAL for a number of
years (e.g., criteria on endocrine disruptors). The study team observed the discussions during
each meeting and reviewed all written feedback provided by CARACAL and CASG members
to get a more comprehensive undersiagaf the problems, their drivers as well as possible
measures to tackle the problems and their impacts. The study team followed up with some of
the CARACAL members through sessiructured interviews.

Twenty-two interviews were conducted between DecemP@2l and February 2022. The aim

was to complement the findings of the TSS and OPC and the views provided by CARACAL
members and observers. Interviews were targeted to representatives from a sufficiently diverse
group of stakeholders, while also elicitingrpcipation from those stakeholder categories
underrepresented in OPC and TSS responses.

METHODOLOGIES AND TOOLS TO PROCESSDATA

The OPC and TSS surveys were designed and launchealina survey tools(EUSurvey

for the OPC and Alchemer for the TSShese online survey tools enable surveys to be
distributed and read widely online (including via smartphones), offer a variety of question types
and ensures flexible access by allowing participants to save their contribution as a draft and
continue at a k&r date. The accessibility mode was also activated on EUSurvey to enable the
format to be adapted for the visually impaired. Results were downloaded in Excel spreadsheets,
and then added to an analytical master spreadsheet to create statistical su(miadables

and graphs) of the responses received. The statistical summaries were anonymised and
aggregated per stakeholder group and Member State.

All data were checked fatampaignsprior to analysis to prevent the overall results being
skewed to a padular interest group. The study team used the qualitative data analysis software
NVivo® to calculate the level of similarity between the responses (by assessing the Jaccard
correlation of word similarity to produce coefficients between responses) antuce ea
systematic approach to identifying campaigns. Where text was identified as having a high level
of correlation (between 0.5 to 1), responses were grouped for manual review and an analysis
of the campaigns identified was provided separately for th&lOPC and the TSS. The total

8 Laundwy detergents; Cleaning detergents; Glues; Paints; Sealants or fillers.
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number of 1dentified answers had to be equal
of responses to be considered as a campaign.

All position papers received in the OPC and the TSS were read manually; themerdlentif
were coded in Excel and a summary of position paper responses was provided (in an
anonymised format) for both the OPC and TSS separately. To ensure an efficient approach,
where identical papers had already been provided by respondents under the @R&geor
themes had already been covered, these were not taken forward for analysis in the TSS.

Interviews were carried out employing virtual platforms (Ms Teams and Webex). To develop

a sufficiently diverse expert sample, the study team combined converirdcgurposive
sampling. Experts were identified by analysing the answers to the consultation surveys and by
area of expertise—through the analysis of initiatives and projects, publications and
membership to expert groups. The satnuctured interview ggoach was applied to achieve

the maximum level of detail on each topic and get comparable results from different interviews.
For interpretation of the interviews, thematic analysis was applied. Questions were provided to
all participants in advance. Allnierviews were recorded, and transcripts automatically
generated by MS Teams® were cleaned and analysed thematically. The main limitation is the
limited number of interviews carried out on each intervention area, as these are complex and
cover a wide rangef topics. As mitigation measure, interviewees were asked to comment on
several areas and to submit their views in writing where appropriate.

RESULTS OF CONSULTATION ACTIVITIES FOR THE CLP REVISION (EXCLUDING
DIGITAL LABELLING )

Number of respondents andespondent profiles
Open Public Consultatiofor the CLP

All responses were clustered according to the following broad stakeholder categories to
facilitate visualisation:

Companies- companies and business associations;

Citizens— EU and norEU;

Publicauthorities; and
Civil society (all other stakeholders) consisting of academic/research institutions; consumer
organisations; environmental organisations; MBwvernmental Organisations (NGOSs); trade
unions; and other.

Under the stakebobdgr (gtodbupth€rvstakeholders
together due tthe comparatively low response rates, to ensure meaningful conclusions could

be drawn from the data. A total 625 responses to the OP@ere received, most from
companies and busisg associations (45%), and EU and-&thcitizens (39%)Kigure ).
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= Companies and business associations = EU and Non-EU citizens
= Civil sodety (all other stakeholders) Public authority

Figure 1: Number of responses to the OPC by stakeholder categofietal: 625

Figure 2provides a breakdown of the 383 responses from businesses by company size. SMEs
provided almost 69% of responses.

119, 31%

115,30%

= Large (250 or more) = Micro (1 to 9 employees)

= Small (10 to 49 employees) Medium (50 to 249 employees)

Figure 2: Number of OPC responses from businegsesompany size Total business responses: 383

Figure 3shows the total number of OPC responses by country. Most responses were received

from France (28%) and Germa (20%). No campaigns were identified in these Member
States.
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30

Figure 3: Number of OPC responses per country (waide and Europe) Total: 625

Position papers

The OPC patrticipants upload&d4 position papers Of these, four were duplicates and were
therefore removed from the analysis. Subsequently, there were 140 valid position papers which
the study team reviewed manually and checked for key théngese 4shows the number of
position papers submitted by different stakeholders.
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= Companies and business association = Civil sodety (all other stakeholders)

= Public authority EU and non-EU citizens

Figure 4: Position papers received per stakeholder greufotal: 140 valid position papers

Campaigns

The analysis of the OPC results revealed amig campaign In total 47 responsesvere
identified as having high levels of similarity across their responses and were referred to as

‘“Campaign 1’. Campaign 1 primar idndcompanes i st e d
(47%). Additional members of this campaign were from academic/research institutions (2%),
and ‘“other’” (2%). There were no consistencie

responses part of Campaign 1 were provided by compahidgferent size: micro (21%),

small (26%), medium (9%), and large (45%). While no information on the industry sector was
collected through the questionnaire, from the screening of the organisation names, it was
possible to broadly define the campaigmaginating from abusiness association relating to
chemical products comprising from large chemical manufacturers to smaller formulators of
household chemical products. This cluster was identified as a complex campaign, as the
positions held in each a®f interest often differed according to sectors.

Targeted Stakeholder Survey

The TSS received a total of 167 responbegure 5(overleaf) shows the number of responses

to the TSS per stakeholder group and the breakdown of business responses (82) by company
size. Almost 60% (64 out of 108) of the businesses and industry associations indicated that
their primary business sectortiee manufacturing of chemicals and chemical products. Over
18% (32 out of 108) were active in downstream sectors (e.g. manufacture of textiles and other
manufacturing), over 6% (7 out of 108) in upstream sectors (e.g. manufacture of coke and
refined petratum products and manufacture of basic chemicals), and five contributions (4.6%)
came from businesses/associations which final products are exempted by CLP (manufacturing
of food products and manufacturing of basic pharmaceutical products and pharmaceutical
preparations). Three responses (2.8%) were provided by entities in retail trade and two (1.8%)
from entities in other professional, scientific and technical activities. When asked about their
activities in relation to chemical products (to understantigbe of dutyholders), 43% (58 out

of 136) indicated to be active in the manufacture of chemical substances, 74% (101 out of 136)
in the manufacture of mixtures, 63% (86 out of 136) in the import of chemical substances and
mixtures, 54% (74 out of 136) the distribution of substances and mixtures, 51% (70 out of
136) in the use of chemical products.
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142,85%

= Companies and business associations = Public authorities
u Civil sodety (all other stakeholders) Members of the public

= Large enterprise (250 employees or more) = Medium enterprise (50 to 249 employees)
= Small enterprise (10 to 49 employees)

Figure 5. Number of TSS responses by stakeholder categdrgtd: 167 and number of TSS busing
responses by company siz€otal business responses: 82

Two responses were provided by national helpdesks, one from a poison centre, five from
competent authorities for the implementation of CLP, two from authorities competent for the
enforcement of CLP and one fromacompeteritaut i t y on wor keligure heal't
6 shows the number of responses received in response to the TSS by Member State. Eighteen
responses were received by organisations operatingvi®) and 10 responses from
organisations outsidihe EU. The results show a large number of responses from Germany
(33% of the total), which include a campaign of German industry associations (additional
details are provided in the subsection ‘camp

Outside the EU: 10

. EU-wide organisations: 18

L

Figure 6: Number ofT SS responses by countryfotal: 167
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Position papers

A total of 39 documents were uploaded in response to the TSS. Each document was reviewed
for key information. Around 30 documents were already provided during the OPC and were
therefore excluded from the analysis. The remaining 9 documents were subyn@tealdness
associations and one NGO.

Campaigns

Overall,4 main campaigns(48 replies in total) originating from industry associations were
identified based on similarities of replies to the open text questions (using NVivo and applying
a Jaccard coeffient larger than 0.5). Three of the campaigns (A, B and C) met the criteria of
more than 5% of the total number of replies. However, one further campaign was identified
(D) with six replies and was included for transparef@ympaign A consisted of 19 rejas,

and originated from European chemicals associatiGaspaign B consisted of 15 replies,

and originated from German industry associatiocBampaign C consisted of 8 replies
originating from European and German paint associations and comp@ai@paign D
consisted of 6 replies originating from cosmetics associations and industries.

Interviews

The study team carried out 22 sestriuctured interviews with experts who represented: public
authorities (5), EU agencies (2), business entities and associétipn<ivil societies (3),
academic researchers (1), professional organisations (1). Nine conversations were group
interviews, whie 13— individual interviews.

CONSULTATION ACTIVITI ES ON DIGITAL LABELL ING OF CHEMICALS
Interviews

Firstly, the study team conducted 10 scoping interviews with EU and international experts on
labelling requirements and the use of digital tools to communicate hazard and safety
information and instructions to users. Scoping interviews help to familianter with the

topic and understand its main challenges. The objectives of the scoping interviews were to:

Ensure that the study team is aware of all relevant background documentation and latest
regulatory developments in the field;
Collect contact detls of relevant stakeholders to be contacted during the data
collections exercises (i.e., identifying potential future interviewees);
Raise awareness among stakeholders of the study and its benefits and enlist their future
cooperation.

In a second phasmterviews were conducted with various types of stakeholders involved in
labelling requirements of chemicals and the use of digital tools to communicate hazard and
safety information and instructions to users.

The objectives of the interviews weredoo 1 1 e ¢ t stakeholders’ feed
related to the labelling of chemical products addkelling, including:

Perceived current understanding of chemical labels by different categories of users;
The usefulness and relevance of informatiavvjted currently on chemical labels;
The assessment of labelling requirements and needs of users;
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The analysis of existing IT solutions available fdakelling;
Identification of information that should remain on the physical label and suggestions of
information to put on ankabel for chemical products.

In total 41 interviews have been conducted with the following categories of stakeholders:

5 European and national authorities;
11 NGOs, including 8 consumer associations;
25 Business representatives (frdbusiness associations and companies).

While all categories of stakeholders targeted for this stakeholder consultation have been
reached, it must be noted that, among the respondents, a majority of them are representing the
interests of the industry. Thismmbalance and the interests represented by this category of
stakeholders have been taken into account in the analysis of the findings of the interviews.

Behavioural experiment

The aim of t he behavioural exper i mamaf was
chemical and detergents labels, the importance of different label elements as well as their
interpretation with respect to safe use. Furthermore, the experiment tested potentials ways to
simplify labels and whether the introduction of digital toasld support consumers.

Therefore, a statef-the-art online experiment was designed that included six treatments, i.e.
two different products (laundry detergent and glue) as well as three different labelling options
(Status Quo Label in accordance witlrrent regulation, Simplified Label with QRode and

No Label Baseline). Participants were incentivised for taking part in the study as well as for
their decisions in the different tasks. Furthermore, the treatment assignment was fully
randomised.

Although representative products and labels were used in the experimental design and
participants were tracked when consulting the labels presented on screen, it must be noted that
the experiment can only mimic reality, i.e. a situation of consulting a labekhyday life.

Main data collection was conducted in four Member States, i.e. DE, EL, FR and RO, and a
total of 4,003 consumers took a part in the study.

Participants were recruited from an actively managed online panel and quotas to reach
representativerss of the countrgpecific samples were used.

Open Public Consultation- Simplification and digitalisation of labels on chemicals

The findings presented in this Annex represents an analysis of the responses collected on 17
February, with 205 respondentsnl) the answers to the questions related to the-CLP
regulation have bedaken into account.

These answers have been divided by stakeholder categories: 141 from the private sector
(companies, business associations, trade unions), 11 from public authanties3 from

consumers’ ~Trepresentatives (48 citizens, 4
interview analysis, the imbalance of representation among stakeholders groups and their

different interests has been taken into account when progdabs answers.
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Online survey on policy option

This consultation, run by VVA, aimed at gathering the opinion of the various stakeholders
(consumers, professional and noofessional product users, industry, civil society
organisations, national authoeisi and any other interested stakeholders) on the latest version
of policy options analysed in this study. This survey allowed stakeholders to provide a punctual
opinion on the measures taken into consideration for this analysis.

The answers have been divided by stakeholder categoriel?ber State authorities, 1
consumer organisation, 43 industry representatives (industry associations, businesses).

Online survey for professionals and industry users

The aim of the survey was to llext information from thestakeholders representing
professionals and the industry on the importance of having certain pieces of infofraation
the packaging of the specific chemical prodtfces well as the easiness to understand the
information concerimg these elements in these products.

STAKEHOLDERS ' VIEWS
Area 1: Hazard identification

The OPC results show thabpinions about the introduction of new hazard classes
substantially varied between different stakeholder groups

Civil societies, public aut ho r-¢dategorsationafar d «c i t
chemicals with a high level of certainty on their endoetine s r upt i ng propertie
of companies and business associations were not in favour.

Most respndents (69% overall) did not believe that a category for suspected PBT (and one for
suspected vPvB) would be needed. However, citizens were polarised in their responses (44%
yes, 56 % no) . Stakeholders’ viewsspecttdPMT varie
and vPvM would be needed: companies and business associations were mostly not in favour
(75%), while most respondents of the other stakeholder groups were in favour (civil society,
79%; citizens, 62%; and public authorities, 53%).

Of all respamdents, 36% considered developing a hazard class or criteria for immunotoxicity

3 b

very relevant whilst 21% are ‘neutsiKal a n
percent (36%) of all respondents consider the development of a separate speaificdass

or criteria for mneurotoxicity ‘very relevant
li kely to consider the 1ssue ‘very i1rrelevan

3

or s ome wha't relevant

b

® Name of the product; Address and telephone number of the supplier; Instructions for use; Dosage
recommendations; Marketing information; Quantity; List of ingredients contained imprtiduct, such as

allergens, preservatives or enzymes; Weblink to receive full ingredients list; Information relevant in case of
intoxication e.g. poison centre telephone number:tJeld e et c. ; Hazard pictogram; Si
or “ Da ntement$on thproaucts hazards for human health environment and physical hazards; Statements

on the precautions to be taken on the use, storage and disposal of the product; Statements on how to prevent and
minimise adverse effects when accidentally exgose

101 aundry detergents; Cleaning detergents; Glues; Paints; Sealants or fillers.
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TSSresponses analysis camfied that business entities and associations were, mostly, not in
favour of introducing new hazard classes. The key argumentations were that it will cause
information overload in hazard communication, distort the level playing field in international
tradeand lead to an increase in costs for various activities, including hazard assessment,
classification and reclassification of substances, labelling and relabelling of substances and
mixtures, update and distribution of revised safety data sheets (SDS)gpackeformulation

of mixtures, update of IT systems and training the staff. They also pointed to overlaps in hazard
classes and other problems in hazard class definitions, which are still premature from a
scientific point of view. In this regard, thernmmon arguments against new hazard classes,
many of them advocated by business entities, were as follows:

1 Endocrine disrupting properties of chemicals refer to a mode of action, not a hazard.
Also, properties such as persistency, mobility and similar areeuessarily related to
hazards, i.e. they do not automatically mean that a chemical is hazardous.

1 The existing hazard classification in the CLP Regulation already covers the hazards of
endocrinedisrupting substances.

Consultees providecounterarguments for instance, for treating endocrine disrupting
properties as a mode of action. They stated that EDs affect various organisms in very different
ways; therefore, one cannot speak of a single mode of action. Similarly, some
counterarguments were availadle the written responses dEARACAL members on
PBT/vVPVB/PMT/VPVM properties. For instance, some CARACAL members highlighted those
substances with a combination of specific properties, e.g., very persistent and very mobile or
persistent, mobile and toxic g® a threat to drinking water sources. Such combinations of
properties increase the chances of chemicals passing natural and artificial barriers in
wastewater treatment facilities.

Supporters of the introduction of new hazard classes highlighted redupeduee to
hazardous chemicals, safer workplaces, substitution and better control of hazardous chemicals
as the key reasons for having new hazard classes in CLP. On the other side, opponents pointed
to the issues in international trade, the potential égreattable substitutions as well as the
increased costs and burdens for businesses as the main arguments for not including new hazard
classes.

Area 2: Toxicity reference values and harmonised classification and labelling

Stakeholder s’ v ioxicitysrefesence aluas indhe ClsPiRegglation ranged

from neutral to negative in the different consultation activiv&gh regards to the importance

of harmonising toxicity reference values (i.e., DNEL, DMEL, PNEC) under CLP, responses to

the OPC amongthe stakeholder types remained broadly neutral, with some variation between
companies and business associations who wer.
public authorities and citizens Siylpercewafr e mor
the TSS respondents did not consider the inclusion of toxicity reference values in harmonised
classifications particularly important. Many stressed thatissue of hazard quantification,

and therefore the establishment of harmonised toxicity referere values, is out of the

scope of the CLP Regulation

Most respondents of the OPC and TSS supported the prioritisation system in the harmonised
classification and labelling (CLHpixty-eight percent (68%) of the OPC respondents and 54%

of TSS respondentagreed that the CLH system should allow for the prioritisation of
substances raising high level of concern.
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However, opinions about providing the Commission with the right to initiate CLH varied
Forty-six per cent of the OPC respondents strongly agrée suich an option, while 20%
strongly disagree. Civil society, public authorities and citizens were more likely to strongly
agree with this statement than companies and business associations.

Strong suppor{89% of TSS respondents* v eirmypor t ant >/ > fairly 1 mpo
societies) was expresstat the provision of the right to propose modifications to existing

CLH to manufacturers, importers and downstream userssubject to specific conditions,

including priority assessment dyet Commission.

Regarding the CLH procedsyo opposite opinions dominated: some respondents consider the
CLH process as inefficient (e.g., in terms of time, organisation of procedures, etc.); others
believe that the process is organised properly and doeseqguire improvements. Some
interviewees noted the lack of scientific quality and fair prioritisation of substances for CLH.
Importantly, som&€ARACAL members highlighted that ECHA and RAC work at maximum
capacity.

Area 3: Seltclassification

Consulteebelieve thaECHA should be able to remove incomplete, incorrect or obsolete
notifications from the Classification and Labelling Inventory (CLI) after having informed the
notifier.

Around 70% of TSS respondents stressed that it is importamptove ECHA”> s di gi t al t
for classification and labelling notification. Seveitiyo percent (72%) of respondents to the
OPC believed that thebligation to agree on a CLI entryshould be strengthened.

While many respondents acknowledged that the Inventoryiosmésolete information and
errors and diverging setflassifications of the same substance, they do not see these as major
problems. Some do think that the quality of the information is not good and the CLI cannot be
trusted, but these issues do not hamg major impact on stakeholders.

Area 4: Labelling

Mixed views were received from respondents concernowg clear and easy to understand
chemical labels are in generalThe only respondent stakeholder group to indicate that labels

aregenerally cl ear/ understandable’” were public aut
groups indicating s ome where bet ween ‘uncl
‘clear/understandable’”, suggesting room for

When given the option to provide lessbutalear i nf or mat i on on Il abels ¢
as possible?’ (making the 1abel more difficul
indicated that they would prefss but clearer information on labels This was true across

all the stakeholdegroups, although responses from civil society were more evenly split (52%

would prefer less information, 48% would prefer as much information as possible).

A varying level of support for digital labels was expressed by OPC and TSS respondents
Ninety-two percent (92%) of business entities and associations who responded to the TSS
welcomed digital labelling as a complementary hazard communication measure-eigtitty
percent (38%) of the OPC respondents chose digital labels as the best options for receiving
information on hazards and safety instructions when buyinfyll rdetergents. It was
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highlighted that care must however be taken as not all product users may have access to digital
information.

With regard tathe labelling of chemical products providedin small packages companies
and business associations felt that this is beneficial only when the presence of a hazardous
substance has a realistic chance to cause actual harm to the user.

Furthermore,business entities and associations who responded tile TSS strongly

supported other labelling measuressuch as derogation from labelling requirements for
substances and mixtures supplied in bulk (7
derogation from labelling requirements for substancesnairtiires contained in very small
packaging (90% rated as ‘“very 1 mpautrlabelsdot >/ > f a
provide information in the EU languages (76

In the OPC, all stakeholder groupmsgreed that there would Begnificant cost savingfrom

the following four policy options: exempting small products (pens, lighters) from certain
labelling requirements, allowing a wide use of multilanguage labels#igidabels, providing
certain obligéory labelling information digitally instead of on the label, and providing
additional information digitally. Public authorities were the most likely to suggest that
obligatory provision of information via digital labelling instead of the traditional labeld

have significant negative health, safety and environmental impacts. Business entities and
associations were more likely to ssmme cost savingas a result of labelling derogations for
smalls products and bulk chemicals, application of digitallialgeand fold-out labels, as well

as using symbols instead of multilingual texts on the label.

I ntervieweesconsider that the lack of information through labelsr&sfill chemicals as a
significant gap.The insufficient granularity of opinions was obseved with regards to
chemicals sold in bulk which were mainly treated as fuels. In the open text responses to the
TSS, businesses expressed different opinions regarding bulk chemicals. Some respondents
draw attention to the fact that hazards of chemisald in bulk (fuels in particular) are not
communicated, while others emphasised that fuels are sold to trained users who anaweell

of the product and buy it repeatedly. Similar concerns were voic€RBRACAL members.

Area 5: digital labelling

Viewson consumers’ unders t aAnnhjbriyg®f siakeholdehsdrami ¢ a1l 1
both the business sectors (22 out of 24) and consumer associations (6 out of 10) believes that,
the chemical labels as they are now, are not well understood by consumergafietyaof

reasons. First of all, the main arguments highlighted that would explain a poor understanding

of chemical labelling by consumers rely on the fact that consumers do not spend enough time
reading the label (only a few seconds, except in casecafents), and interpret them quickly

and intuitively. Moreover, the overloaded character of labels and the long texts in small prints

(as highlighted by all categories of stakeholders) reduce the readability and understanding of
labels. Stakeholders froail categories have also underlined the use of technical terminology

(e. g. chemical mnames) as an obstacle for cor
the business sector also argued that GHS pictograms are not well understood by consumers,
stakelolders representing national authorities and consumers associations underlined the fact
that consumers know pictograms and that they are better understood than texts.

Views on usefulness of information provided on chemical products labels in general:
During interviews, stakeholders have been asked to discuss, among the information currently
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provided on labels, which information they found particularly important to be provided for
consumers and whi ch i-esdential. mStakehalders frolale y dee
categories agreed that hazard information (notably the hazard statements) was one of the most
useful information to be conveyed to consumers. However, they also noted that in some cases
there could be an overlap or a redundancy of information gieevelen the hazard statements

and the precautionary statements, and that this redundancy could be addressed to simplify and
optimise space on the label.

Communicating information on the safe and appropriate use of products to consnotaldy
through preautionary statementswas agreed by all stakeholders to be the most important
type of information to be communicated on chemical labels, including information related to
the safe use (e.g. purpose of product, how to use the product, and with whichezgyipm
information on safe storage of the products (e.g. keep away from children), and information in
case of emergency situations.

There was a consensus among stakeholders that pictograms on chemical labels are favoured
over texts. On the other hand, aupte of stakeholders from the industry and national
aut horities raised doubts about consumer s
several consumer associations pointed out that their usefulness also lies in the fact that they are
importantforat ching the consumers’ attention and p

2

The presence of the recently added UFI code was also deemed useful to be communicated on
chemical labels.

Perspectives on multilingual labels:Business representatives expkinthat multilingual

labels are used to achieve economies of scale, and one business association also mentioned e
commerce which must accommodate the needs of consumers coming from a wide range of
countries. According to businesses and business assosiatioftilingual labels allow the
industry to produce one label for several countries, which is particularly useful when businesses
have to distribute a product in countries with a low population and different languages. They
also mention that scale througtultilingual packs saves money and materials, allows a bigger
flexibility in planning, and reduces scrapping. The business sector further explained that if
companies had to produce quantities of products separately for all markets, the exercise would
be socomplex that companies might abandon smaller markets, thus depriving consumers from
future innovations. The business sector explained that the simplification of labels, in other
words the optimisation of labels with less information provided on pack sgesial in their
opinion.

On the other hand, national authorities explained that featuring multiple languages makes labels
hard to read at the expense of communicating important safety and hazard information. In their
view reducing languages on the labebuld allow more room for presenting essential
information in a clear and legible manner. Consumer associations had similar views in this
regard, highlighting also that the purpose of mulii n gual 1 abels would be
needs in the specificoantries, and proposing to add additional languages only if there is
adequate space left on the label after essential information for safety and hazard was included
in a readable manner in the official language(s) required.

Feedback on the potential use adfT tools for chemical labelling: The perceived readiness

of consumers to use digital tools to access information on chemicals was very heterogeneous
among stakeholders. The majority of stakeholders from the industry argued that consumers
seem ready now tase IT tools to access information on a digital environment. To this regard,
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they pointed out the high awareness of QR codes (especially since the Q9QVli3is and
the increase in their use in degrday activities to limit physical contact).

On the ober hand, several stakeholders from all categories have argued that consumers were

not ready to shift their habits and use IT tools in theirtdagay lives when it comes to buying

and using chemical products. First of all, they have pointed outthateoresr s ° r e¢adi ne s
vary widely depending on age groups (young people being more ready than older consumers),

on country, education, and training. Moreover, several other issues have been highlighted, such

as the lack of internet coverage in some geogcaphreas, the fact that not every consumer

owns a smartphone or has an easy access to internet at home, as well as the need to educate
consumers at national level about the possibilities to access information digitally and benefit

from the presence oflabels.

Overall, the behavioural experiment shows that the Status Quo and Simplified Label with QR
code perform better than the No Label Baseline w.r.t. labelling understanding. Furthermore,
the Status Quo and Simplified Label perform equally well. Altipugmust be noted that
average understanding of labels is generally not good. Subjective risk interpretation of the
Status Quo and Simplified Label is in line with the actual dangers of products. Furthermore,
subjective ratings of understandability arakse to find of label elements are not different
between the Status Quo and Simplified Label.

The majority of the respondehtindicated that, in the context of the below chemical products,
removing some of the information from the-pack label to the dital labels would have a
moderately positive or a very positive effect overall:

11125 out of 180 respondents who have answered to a part on the other chemical products such as glues, lamp
oils, paints, solvents, etc., 112 out of 165 respondents whoanawered to a part on the detergents, and 103 out
of 153 respondents who have answered to a part on the fertilising products.
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Table3: Analysis of replies on effect of removing some of the information from thaatrlabel to the digital
labels

Detergents

Other chemical products such as glu 0 _
lamp oils, paints, solvents, etc. - 21%

% 2o EzT

Fertilising Product|jE25800 210 GG

0% 25% 50% 75% 100%

m Very negatively m Moderately negatively
Neither positively nor negativel,y Moderately positively

H Very positively m Other
Respondents: N = 153 for Fertilising Product, N= 165 for Detergents, and N = 180 for other chemicals.

The majority of the respondents, including consumer representatiiedicated that
information should remaion the onpack label (for a chemical produ¢ such as a glue,
lamp oil, paint, solvent, etc.)concerning the: identification code for poison cerfetsazard
statement or signal wottj and pictogram showing the risk

In regards to the other sources of information, the respondents (incledimgumer
representatives) had different views on what kind of information could move to a digital label.
The full overview of the responses to this question is provided in the table below:

Table4: Replies of the information to beoved to a digital label

Identification code for poison centers O/ O O/ O/
Additional specific labelling informatio NS .G G/ 34%
The name of the chemicals causing the hazaiEEgQY NG 7./ 33%
t NBOFdziA2y I NB &Gl (i SemSageysmmmanymmie2ndgysmemmmingeys > X
Hazard statement or signal word O/ s 2 G ez o
Pictogram showing the risk I/ w2 2.0/

0% 25% 50% 75% 100%
m All information should remain on the on-pack label

m Basic information should be kept on the on-pack label and more details provided via a digital label

Information should move to a digital label

Area 6: CLP scope exemptions

A large group of theDPC respondents(43%-49%), consisting mostly of citizens, public
authorities and civil societies felt that theovision of information on the environmental
hazards of veterinaryme di ¢ci ne s , me di ¢ al devices, cos met

239 out of 50 answers for “pictogram showing the r11is
wor d?”; a n5d0 3aln sowetr so ff or identification code for poiso
13106 out of 158 total responses.
14109 out of 156 total responses.
15121 out of 157 total responses.
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i ssue which s houl d . biigereritynfrom dthea nespdngentss lousinessd °’
entities and associations felt that there is an issue to be immediately solved only for human
medicine (53% of business respondents), while for other exempted products there is no issue
at all.

Opinions on the regulatory gaps in addressing the environmental hazards borne by the
products exempted from the CLP Regulation gathered through the TSS vanBusiness

entities and associations (6886%) are of the view that the environmental hazards of the
exempted products are properly covered by sectorial legislation. Public authorities believed
that the environmental hazards are insufficiently addressed byettterial legislation
regulating human and medicinal products, as well as medical devices, but they considered that
the sectorial legislation adequately addresses the environmental hazards of cosmetics, food and
feed products. It should be noted that a Meswy number of public authorities and NGOs
participated in the TSS to confidently judge the predominant view within these groups.

Many interviewees commented that the measures to address the potential environmental
hazards of the exempted products are inlpce although they are riskased rather than
hazardbased.

Area 7: Online sales of chemicals

The findings of consultation activities show tladitstakeholders agree that online sales of
chemicals pose challenges and problemén the OPC, the overwhelmig majority of
respondents (93%, with agreement across all stakeholder groups) believed that there is a great
need to apply the same CLP obligations (e.g., labelling, classification and notifications to
poison centres) to chemical products sold online.nmTSS all groups of stakeholders
‘agreed’ (averaget amsgwere 1)n tahdlat grheupsurrent
considering online sales hinders its ability to protect human health and the environment and its
ability to ensure the free smement of chemicals.

Interviewees indicated that nowompliance of online sales of chemicals with classification
and labelling as well as CLP Article 48 requirements is a problem, pointing in particular to
nonEU traders and small business entities engagecommerce.

Area 8: Poison centres

Most responses were not descriptions of the problem as perceived by the respondents, but rather
reactions to potential actions or measures that the respondents foresaw (e.g., the lack of
information in poison centsewas equated with actions on increasing the clarity of Article 45

of the CLP Regulation).

The analysis obpentext responses and position papers in the OP@lows us to conclude

that the problem of ambiguous obligations in Article 45 was recognisdtelsgakeholders, as

most of them welcomed the clarification of obligations. However, r@$3¥C respondents

(67 %) think that it is *“not wuseful?’ t.o s ubmi

Some TSS respondents believed that the problem is civbrging interpretation of Article

45 by the Member States leading to specific national requirements. In case of introducing
notification obligation for distributors in Article 45 and notification obligation for substances,
business entities and asso@as felt that theicosts of updating IT systems and training

the staff might increase
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Annex 3— Who is affected and how?

1 PRACTICAL IMPLICATION S OF THE INITIATIVE
Classification of chemical hazards

First on new hazard classes, industry will be rexflito review the data available for the
substances and mixtures they placed on the market. They should identify, classify, notify and
label their ED, PBT, vPvB, PMT, vPVvM substances and mixtures. Some companies would
phase out the identified substancegheir portfolio and/or as ingredients of their chemical
products. The exposure of users and of the environment to the identified hazardous substances
will decrease, thanks to adequate hazard information communicated to the users of chemicals
and by voluntey reformulation from some companies.

Second, the changes introduced to improve-daffsifications will request companies to

swiftly update their seltlassification once new data is identified. They should also justify their
self-classification when dierging from existing ones. They should also submit confidentiality
requests to ECHA when publishing their names would disclose business confidential
information. They would then update their notificationo ECHA’ s Inventor
appropriate An inventory where information is easier to access will save time and foster
accurate (mixtures) setflassification. ECHA would need to check the confidentiality requests

as well as whether updates have been performed within the required timeline.

Third, moreharmonised classifications will focus on substances with carcinogenic, mutagenic,
toxic to reproduction, endocrine disrupting, PBT, vPvB, PMT and/or vPvM properties.
Companies should update their classifications, notifications and relabel their subatahces
mixtures, where appropriate. Some companies may phase out the identified substances in their
portfolio and/or as ingredients of their chemical products. When it comes to carcinogenic,
mutagenic, reprotoxic substances, current risk mitigation measudeddwn in REACH or
sectorial regulations would apply. The exposure of users and of the environment to the
identified hazardous substances will decrease, thanks to adequate hazard information
communicated to the users of chemicals and by voluntary oruearg reformulation from

some companies. ECHA, Member States, maybe with the help of consultant, would develop
more dossiers for ECHA to assess. It is not clear how ECHA would deliver on this increased
stream of dossiers.

Communication of chemical hazard

Companies would have to update their label and relabel their products where necessary. With
the use of folebut labels, companies could access the market of multiple Member States.
Companies placing on the market fuels in bulk or chemicals in very pagdaging will gain
certainty on alternatives to physical labels for hazard communication. Retailers will need to
adapt their refill stations and chemical portfolio for refill sales. Englders may take the
opportunity to digitalise part of their labeig.

Closing gaps and ambiguities

Companies placing chemicals on the EU market without an economic actor established in the
EU will need to authorise a representative or contract a fulfilment service provider. Distributors

8 3



(including rebranders andelabellers) would notify their setflassification of mixtures to

poison centres.

2 SUMMARY OF COSTS AND BENEFITS

The tables below present the overview of the costs and benefits identified for the preferred
option These figures are estimates, based ensttimetimes limited data availabla sub
sections | and Il, figures are drawn up against a period of 20y as sonfiésheagonly arise

in more than one generation.

The OnelIn-OneOut analysigs presentedn tableslll and IV. The figures for oneff costs

are not annualised.

I. Overview of Benefits (total for all provisions)— Preferred Option — 20y basis

Description

Amount

Comments

Direct benefits

Labelling Reduction Costs

€9.91 million

Annualor annualisedavings for
businesses (fuels and chemicalsény
small packagingincluding penk

Labelling Reduction Costs

€39.50 million

Annual savings for businesses (faldt
labels)

Reduced ED sickness and
negative impacts on the
environment

It is not possible to precisely quantify the
benefits. However indicative calculations
are provided in Annex §ages 186 to 199
Potential savings are in the same order ¢
magnitude as the costs. They could be
higher than the costs.

Indirect benefits

Easier navigation in the
Classification and Labelling
Inventory

€8.94 million

Annual savings for businesses (cost savi
of navigating the CLL)

Reduced compliance checl
by marketsurveillance

authorities

€0.29 million

Reduced enforcement costs

(1) Estimates are gross values relative to the baseline for the preferred option as a whole (i.e. the impact of
individual actions/obligations of thgreferredoption are aggregated together); (2) Please indicate which
stakeholder group is the main recipteof the benefit in the comment section;(3) For reductions in regulatory
costs, please describe details as to how the saving arises (e.g. reductions in adjustment costs, administrative

costs, regulatory charges, enforcement costs, etc.;); (4) Costsaviagsa t ed t o t he ~one i n,

are detail ed a n d indirectbenefifs are éxeludedb e ¢t ¢ e r

Tool #5 8
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Il. Overview of costs( i n— Peferred option — annualised according to20y basis

Citizens/Consumers Businesses Administrations
One-
off Recurrent One-off Recurrent One-off Recurrent
Direct adjustment cosf - - 26.40 million - - -
Classification Indirect adjustment
of chemical |costs ) ) ) . ) B
hazards Direct administrati
POla, PO1b| DIFeCt administrative j - 12.89million | 3.85 million | 0.91million -
: costs
(with
measure #5) [ Direct regulatory fees| i i i i )
and POlc |and charges
(with Direct enforcement
measure #8) costs - - - - - -
Indirect costs - - 7.76million | 1.29 million - -
Direct adjustmentosts| - - Nong - - -
guantified
Direct administrative | : 006 million | 1.64 million| - :
costs
Hazard Direct regulatory fees| ] ) ] ) i
labelling and charges
Direct enforcement -
- - - - - 0.1 million
costs
Indirect costs - 8.61 million - 0.03 million - -
Direct adjustment cos| - - - - - -
Direct administrative -
- - - 0.4 million - -
] costs
Poison -
centres Direct regulatory fees| ) ) ) ) _
Online Sale |and charges
Direct enforcement i i i i i )
costs
Indirect costs - - - - - -

(1) Estimates (gross values) to be provided with respect to the baseline; (2) costs are provided for each identifiable

action/obligation of thepreferredoption otherwise for all retained options when no preferred option is specified;
(3) If relevant and available, please present information on costs according to the standard typology of costs
(adjustment costs, administrative costs,
' RYAYA&UNY GAQS O2ada
adjustment costs should equal the sum of the adjustment costs presented in the upper part of the table
(whenever they are quantifiable and/or can be monetised). Measures taken with a view to compensate
adjustment costs to the greatest extent possible are presented in the section of the impact assessment report
presenting the preferred option.

regulatory chargesforeement costs,

F2NJ 2FFaSdaAay3a I+ a
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lll. Overview of Benefits (total for all provisions)— Preferred Option

Description

Amount

Comments

Direct benefits

Admi ni strative

cost N

a

vings

rel at ed

to 1

Costs associated with
changes to labelling and
packaging.

57.4million EURO per annum

Savings in recurrent administrative costs

businesses

Costs associated with
changes to labelling and
packaging.

13.5 million EURO (oneoff)

One-off administrative cost savings for
business related talelling

IV. Overview of costs— Preferred option (million EURO)

Citizens/Consumers Businesses Administrations
\ One-off Recurrent One-off Recurrent One-off Recurrent
Costs related to t he ‘one in, one o
Administrative costs 0.0 8.6 258.7 232

The preferred option would createet savingsn recurrent administrative costs on businesses and
citizens of 25.6 million EURO per annum. The preferred option would however imp(setal) one

off administrative costs on businesses and citizens of2dfllion EURO.
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3

RELEVANT SUSTAINABLE DEVELOPMENT GOALS

V. Overview of relevant Sustainable Development GoalsPreferred Option(s)

Relevant SDG Expected progress towards the Goal Comments
SDG #3 Good health ang Reduction of exposure dumans andthe [Speci fic Target 3
well-being environment to hazardous substances as|substantially reduce the number of
meeting one of the existing hazard classe|deaths and illnesses from hazarslo
(improvement of self and harmonised chemicals and air, water and soil
classifications) or newonesforEDsand [pol 1 uti on and ¢ on
PMT, vPvM, PBT and vPvB substances.
Around 2,250 substances may be identifie
by 2030. Furthermore, between 2,200 ang
14,000 mixtures may be voluntarily
reformulated to remove substances newly
identified as hazardous over the same pe
SDG #6 Clean water and ldentification of PMT and vPvM substancS pe ci fi ¢ Tar get 6

sanitation

which are difficult to remove from waste
waters will help to reducing the pollution g
water bodies. By 2030, 3hbstances may
be identified as PMT or vPvM substances
Up to 220 mixtures may be voluntarily
reformulated to remove the newly hazardg
substances

water quality by reducing pollution,
eliminating dumping and minimisg
release of hazardous chemicals and
materials, halving the proportion of
untreated wastewater and substantial
increasing recycling and safe reuse
globally”’

SDG #9 Industry,
innovation and
infrastructure

Setting criteria to identify hazardous
substances and improving both the self al
harmonised classification processes will
allow the European chemical industry to
transition to more sustainable and future
proofed chemicals. Voluntary substitution
of substances classified as hazardous as
or in mixtures will also foster innovation in
the chemical industry. Measures to impro
classification processes are expected to
contribute to SDG #3, #6 and 12, albeit
indirectly.

Specific Target 9
infrastructure and retrofit industsdo
make them sustainable, with increase
resourceuse efficiency and greater
adoption of clean and environmentally
sound technologies and industrial
processes, with all countries taking
action in accordance with their

respective capabi

SDG #12 Esure
sustainable consumption
and production patterns

Information on chemical hazards will be
improved so consumers and users of
chemical can not only protect themselves
better but also make informed choices. S¢
refill chemicals will be better regulateal t
allow only refill of mildly hazardous
substances. When it comes to online sale
chemicals, customers will have access to
more comprehensive information on
chemical hazards. Voluntary substitution ¢
hazardous substances in mixtures will als
help prodicing more sustainable chemical
products.

Specific Target 1
the environmentally sound managemi
of chemicals and all wastes throughol
their life cycle, in accordance with

agreed international frameworks, and
significantly reduceheir release to air,
water and soil in order to minimise the
adverse impacts on human health ani
the environment

B
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Annex 4- Analytical Methods

This Annex reports the following methodologies used in this SWD.

1 Methodology developed by ECHA to screeayistered substances meeting specific
hazard criteria

1 Methodology used for the behavioural study
1 Methodology to derive quantified administrative castsl savings.
OVERVIEW

The research carried out by the project teams follows the Better Regulation Policy Guidelines
for the impact assessment and uses various methods to collect and analyse evidence necessary
for the impact assessment of the CLP Regulatiagure 7summarises how project research

tasks supporting the development of the impact assessment report in line with Better Regulation
requirements.

PLANNING
Task 1 Development and update of a detailed work plan

l STRUCTURE OF THE IA REPORT

Political and legal context

‘—

What is the problem and why it is a problem?

Why should the EU act?

What should be achieved?

What are the various options to achieve the
objectives?

What are the impacts of the different policy options
and who will be affected?

COLLECTION OF EVIDENCE:
Task 2 Evidence mapping and Task 3 Consultation
|

How do the options compare?

The preferred option

How would actual impacts be monitored and
evaluated?

v

REPORTING
Task 5 Preparation of the final report

I—) Draft final report ———» Final report

ANALYSIS OF EVIDENCE
Task 4 Assessing the impact of policy options for the CLP revision

Figure 7: Overview of the tasksupporting the impact assessment study

8 8



Project tasks 1 and 5 support the implementation of the project, while the research programme
of the study is implemented in tasks 2, 3 and 4. Analytical methods used for completing the
latter tasks will be overviewed in the following sections.

EVIDENCE COLLECTION M ETHODS

Evidence gathering (Task 2) aimed to collect, analyse and evaluate the available evidence that
is relevant for the impact assessment of the CLP Regulation, in particulaeveloping
problem definitions, policy options, assessment of the impact of these as well as developing
guestions for open public consultation. Evidence collection covered the seven problem areas
defined in the Terms of Reference for this study:

new hazed classes (hazard identification);

toxicity reference values and harmonised classification and labelling;
self-classification;

labelling;

CLP scope exemption;

online sales of chemicals;

poison centres.

NOoO o~ WNPE

A rapid literature review methodology (also known as rapid evidence assessmeRIEA)

was used for data collection and interpretation. Rapid reviews are widely used for the analysis
of the broad spectrum of topics or issues, which is the case of this study. They are based on the
main principes of systematic literature reviews, which contributes to their robustness;
however, rapid reviews do not develop sophisticated methodologies for evidence weighting
and inclusion as well as for quantitative analysis designs for the presentation of fifidiaegs
absence of extensive and complex research methodologies substantially reduce time needed to
conduct a literature review. Rapid reviews give comprehensive qualitative narrative overviews
of the selected domain. Collection and evaluation of robustfes@dence followed Better
Regulation Tool #4.

For two problem areasnew hazard classes (hazard identification) and CLP scope exemptions,
extensive suppting studies were carried oun addition to rapid literature review these
studies used other niietd - legislative document analysi§CLP scope exemptions) addta
analysis(new hazard classes).

CONSULTATION METHODS

Consultation activities (Task 3) ensured tha
were taken into account in the polidgvelopment process, ensuring higher quality analysis

and support for implementation. All information gathered in Task 3 was fed into the wider
impact assessment regarding the analysis of policy options and any associated impacts.

Several methods were usidconsultation fodata collection— questionnaire surveys, semi
structured interviews and document analysis.

General public and experts, including the main stakeholders, such as citizens, public
authorities, business entities and associations, civieses, academic researchers were
reached by launching two questionnaire surveyspen public consultation and targeted
stakeholder consultation. Following Better Regulation Tool #p2n public consultation
survey aimed to enable the public and stakebos to freely contribute to the impact
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assessment study with their opinions, whadegeted consultation survey addressed main
stakeholders of the study. Two data analysis methods were applied to interpret the results of
both surveys: descriptive staitst and thematic analysiBescriptive statisticswas used to
analyse closed quantitative responses to the surveys, tvarfetic analysiswas applied to
interpret answers to open questions and the content of the position papers. Thematic analysis
is a daa interpretation method that allows systematic approach to categorising qualitative
unstructured input by stakeholders into the hierarchy of topical categories. Thematic analysis
was supported bMvivosoftware packagd.hematic category mapswvere developd for data
visualisation by using opesource softwaréree Mind

To complement and crosheck with the findings of quantitative surveys and evidence
collection in Task Zemistructured interviews were carried out with civil societies, public
authorites, academia, and business entities and associations. For making the study more
inclusive to opinions of the stakeholders the study team conductethtvidual and group
interviews. The study team usetthiematic analysisfor data interpretation supportedth
thematic category maps for visualisation of the findings.

Furthermore, the study team appligoservation and document analysisfor collecting the
opinions of CARACAL and its CASG stdroup members and observers. Observation of the
CARACAL meeting wa carried out by nemtrusive observation of CARACAL discussions

and making notes that were later used for the study purposes. Document analysis was used for
processing the written feedback submitted after each meeting by the CARACAL members and
observers

| MPACT ASSESSMENT METHODS

Impact assessment provided the core output of the study with the assessment of the economic,
social and environmental impacts of each of the policy options identified. It brought together
data gathered through evidence collection and consultation astiwitipact assessment (Task

4) followed the methodology specified in the Better Regulation Guidelines and consisited of
sub-tasks
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Tasks 4.1
Froblems

Task 4.2
Baseline

Task 4.3
Qptions

the long list of options

Screening of options

options

Steﬁ’i;t' D?ETD%'ILHrﬁ the |l Stiﬂg'lige;ﬁ:ggmg |l Step 3. Problem | Step 4. Refining key Key problems’
definitions problems evaluation problem definitions definitions
Step 1. Defining the Step 2. Defining the ) ) )
current situation B future situation SEisEoiniEl ‘
Step 1. Developing Step 2. _}Step 3. Elaboration of Policy options

= w
:' E Step 1. Methodology _bStep 2. Assessing the Assessed impacis
‘E‘ of impact assessment impacis for all options ‘
2§ Step 1. Mappin Step 2. Step 3 Step 4 Step 5.
===z P 1. Mapping Aggregating p 3. P& Recommending . N
= EEl = »  positive and impacts of each = Comparison of —» Assessment of [ the best —» Best option(s)
o T i - 1 i ho
= 3 = negative impacts policy package options proportionality option(s)
25
3 = gi.:' Siep 1. Developing Step 2. Internal
=~ E the draft of the Interim—®» review of the drait —» Interim report
o= report interim report
0E

Figure 8: Task 4 workflow

Problem analysisaimed to identify and analyse the key problems to be addressed in the report
supporting the impact assessment of the CLP Regulation. It was carried out following the
suggested 1

met hodol ogy

Following Better Regulation Tool #1@aseling
developed. It provided a reference point for assessing changes and impacts, as it establishes a
basis for comparing the situation before and after an intervention.

n

i

Better

13

c . no

Regul a.ti on

policy <chan

A sé of policy measures was developed to solve the problems in each of the seven areas that
were investigated in the study. Following the recommendations of Tool #16, policy measures
were grouped into severgolicy option packages The longlist of policy ogions was
screened and some of the measures contained in policy option packages were discarded.

Impacts of all retained policy options were assessed. Thedinagt impacts were quantified

and monetised (both the baseline and the policy options undedeat®n). Furthermore,
indirect impacts were quantified, where possible, and if not then they were assessed
gualitatively with a clear indication of their nature and likely magnit@tests and benefits

were disaggregated, as far as possible, accordiegah identifiable action under the different
options and identified according to the standard typology of costs (e.g., administrative,
enforcement) and benefits (Tool #58 and #59). The assessment was undertaken in line with the

Better Regulation Guidelin s

1 mpacts

1in

and
1 mpact

, 1 n
asses

particular,

sments,

Chapter

G

&

evaluations a

Theoptions were comparedboth to the baseline scenario and to each other and provide the
Commission with a recommended optioncmmbination of options. This stthsk brought
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together both quantitative and qualitative findings to present a coherent set of conclusions and
recommendations. Policy options were compared based on their effectiveness (i.e., the
potential to deliver onhie objectives), efficiency and coherence, against the objectives of the
CLP and specific options defined in the earlier tasks.

SCREENING REGISTERED SUBSTANCES
Databases considered

Thefocus was on the REACkegistered substancgeasacluding biocidal and gsticidal active
substances. Cosmetics have only been included if they are present in one of these inventories.
Regarding biocides and pesticides only active substances that can currently be used in the
market were kept, e.g. biocide active substancetha been assessed and not approved for
any product type were excluded.

With regard to the REACH registered substances ECHA used the recently published chemical
universe lttps://eba.europa.eu/universd-registereesubstancgs Substances present in

more than one inventory (duplicates) were identified based on the presence of at least one
common identifier (EC number, CAS number or substance names). The combined substance
inventory contains 23751 unique substances, out of which 23043 are only registered under
REACH, 379 are only active pesticides, 98 are only active biocides and 231 are in more than
one inventory (most of which are registered under REACH). There are 2264 substances
registered according to Annex X of REACH (this number is used for the projections of basket
3). 12239 substances have at least one active registration according to Article 10 and an
additional 509 substances are active pesticides and/or biocides. Thedenudithe 23751
substances are intermediates registered under REACH, NONSs (claimed or unclaimed) that have
not been updated under REACH or only have registrations that are currently ceased. The
inventory of substances is provided as a separate datasstafsce_inventory.xIsx, see annex).

It does not include substances that are only notified to the CLP inventory but have not been
registered.

Identification of registered substances
For each endpoitf; substances have been divided into 3 baskets:

Basket 1- Substances with confirmed hazard(s For endpoints included in CLP these are
based on either their harmonised classification (inclusion in Annex VI to CLP) or the reported
self-classification in the registration dossterFor other endpoints these arasbd on
identification as SVHCs (inclusion in the Candidate List), identification under BPR or agreed
in the ED/PBT Expert Groupsiazard(s) are based on available informatlsts as well as
numbers of substances are provided.

Basket 2- Substances wheg the hazard(s) are under considerationThese are substances
with ongoing data generation or assessments; lists as well as numbers of substances are

$ED, PBT, vPVvB, PMT and vPvM

17 Certain entries on Annex VI to CLP are conditional (e.g. thesifleation only applies if certain impurities are
present). These have been removed from the analysis. In additieolasslfication can be impacted by the
presence of impurities. In this analysis, no attempt has been made to identify and removeesulisten sel
classification is based on impurities.
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provided; it includes also an estimate on how many would likely turn out positive (based on
past experiece).

Basket 3- Guestimate on how many substances could have the same hazard(s) among the
remaining REACH registered substances Numbers provided were extrapolated to all
REACH registered substances using the frequencies of the hazards in Basket Tlaad 2.
numbers provided are associated with a very high uncertainty. It is not possible to provide lists

of substances as these are extrapolations and no substance specific data have been considered.

Each substanae the analysis has been assigned to eBlasket 1 or 2 (see above) for a given
hazard property. Substances have been assigiBasket 1on the basis of the criteria set out
above.

Basket 2 has been compiled using a number of input lists for each hazard property: e.g.
CORAP8 substances, substances under ongoing assessment by ED or PBT Expert Groups, etc.
It is expected that only a proportion of the substances in basket 2 will have the hazard confirmed
and consequently move to Basket 1 in the future. Different weighting $abtore been
assigned to the input lists, based on the likelihood that the hazard will be confirmed as follows:

Low likelihood that the hazard will be confirmeaveighting factors betweenr@3;
Medium likelihood that the hazard will be confirmeaveighting factors between GO16;
High likelihood that the hazard will be confirmed weighting factors betweed.0.7

If a substance appears in more than one input list, it is counted only once considédriglekht
weighting factor/highest probability that the hazard will be confirmed. In basket 2, the total
number of substances expected to have the hazard confirmed, and consequently move to basket
1 in the future, is calculated by adding up all the werghfactors for the substances in each
endpoint baskét. It should be recognised that uncertainties apply to the use of these weighting
factors but in most cases the number of substances in question is relatively limited. Therefore,
the size of the weightmfactor will not have a significant bearing on the overall number of
substances predicted to fall in Basket 1.

Basket 3represents an estimation based on the assumption that the same proportion of
hazardous substances ¢ xisteradke. regardless ofitheitonnage. f t h
The starting point for the estimations is

1 the number of substances with the hazard confirmed (Basket 1) and

 the number of Basket 2 substances which are estimated to be confirmed with the
respective hazard (seemie).

For Annex X substances it is considered that the hazards are already known (Basket 1) or under
investigation (Basket2)i n ot her words “dealt with”. As th
registered at annex X of REACH is about 9% of the subssanc&ope of this exerciéethe

18 Community Rollingout Action Plan

P For example, if 5 substances were in basket 2 for a particular endpoint, each with a weighting of 0.2, 1 substance
(5 x 0.2) would be expected to be confirmed as having the hazard property in question.

20There are 2264 Annex X substances
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figure for annex X was simply multiplied by a factor of 11 to detive projections for basket
3.

It is however noted that the estimations for basket 3 have a high degree of uncertainty and
should be used only as vebgasic indicative numbers. Moreover, these estimations do not
consider whether there is sufficient information available for those substances to enable
deciding on the hazardous properties (e.g. substances registered with Annex VIl and VIl have
in generah very limited data set).

BEHAVIOURAL EXPERIMEN T FOR DIGITAL LABELL ING

The aim of the behavioural experiment was to investigaten s u me r with reapecktal s
the labelling of chemical substancesTherefore, a statef-the-art behavioural experiment
wasdesigned and conducted to collect data on

Research Question
Overall, the experiment answédige research questions
What is the level of understanding of chemical and detergents labels?

What is theimportance of different elementscontained in labels? Which information is
considered essential?

How do consumers interpret labels with respect to hazards and safe use?

Does labekimplification and the introduction of digital tools positively or negatively affect
consumg’ understanding and perceptions?

Do consumers prefer information to remain on the physical label or to be communicated via
digital tools?

In the subsequent section the methodological approach is presented on how the behavioural
experiment design inform$é research questions. Hereafter the results from the main data
collection are summarized.

Methodology

In the following, the experiment design including products, treatments, main variables as well
as further methodological considerations are presented.g€heral structure of the
experimentis summarised ifable 5
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Targetaudience: Incentives: Pilot: Sample size mai
Consumers; Flatfee  paymen|{ To test experimen data collection:
Nationally and additional before launch o] N=4,003 with
representative  fo| incentives for| main fieldwork with | n(J1,000 collecteg
age and gender (ha| questions or n=101 in DE in each of DE, FR
quotas) ang objective EL, RO

education ang understanding

income (soft quotas

Test method: Randomised controllgls using various types of treatments for rok
and generalisable results.

In order to answer the research questionsamdomised controlled trial-design was
implemented that systematically varied types of labeliregtments (see sectidnl.3. In
addition, a supporting consumer survey was designed in order to collect further insights on
non-behavioural variables. Furthermore, the experimentimantivised (see sectiod.1.5.

In preparation of main data collectiompitot was implementechiJuly 2021. It included n=101
observations from Germany and aimed at investigating the correct functioning of the
experimental setip and programming. Therefore, timing to complete the study as well as
randomisation of treatment assignment was thoroughbcked. Furthermore, in the pilot
study it wa s assuoed“ draguenae’d’ faroquestions wareonet”’a
problem and that participants were able to understand tasks (open question at the end of the
pilot). After minor revisions of the empimental design and questionnaire, the main data
collection script was programmed and the study was fully translated.

Main data collectionwas performed in September and October 2021 in four Member States,
i.e. Germany, France, Gree@and Romania with total of 4,003 participants. The target
audience was consumers in general, recruiting for representative general population samples
per country. The complete experiment script has been provided to the EC afteff sign
September 2021.

Overview of Moduds

The experiment consisted e subsequent moduleghat are displayed in . Each
participant went through the same sequence of modules and completedtssisrah label
understanding, interpretation as well as preferences regarding labelling elements and their
communication channels.
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Table6: Overview of Modules in Behavioural Experiment
Screening and introduction

1 Achieve representative sample
1 Explanations on study objectives
Label understanding and interpretation

Objective understanding of labels
Perception of labels

Behaviour given label information
Module 3 Rating of information contained in labels

Importance of label elements
Understandability of labels

Ease to find information on labels
Module 4 Comparative Choice

1) Ability to select less harmful product
Module 5 Label preferences, soci@emographic aspects and attitudes

2) Preference for analogue ges digital labelling

3) Experience with chemicals, chemical worker, training
4) Digital readiness

5) Behavioural variables, i.e. trust and risk aversion

Products

At the heart of the experiment statvdo products containing chemical substances that fall
either exclusively under the CLP Regulation or under both the CLP and the Detergents
Regulation$. The two products were carefully selected so that they cover products consumers
are familiar with and frequently hdke in their personal life. A further requirement for product
selection was that products differ in their degree of potential harmfulness, i.e. with respect to
their physical, healthelated as well as environmental hazards. Following desk research on
representative product types available on consumer markets, the choice felhonday
detergentand aglue.

In order to design the experiment as realistic as possible, further desk research was performed
andrepresentative productswere identified. These peesentative products were replicated

for the purpose of the experiment and can be purchased in supermarkets, drugstores or DIY
stores. Hence, the experimental products are replica of actual laundry detergents and glues
consumers handle in their everyddg.IFurthermore, desk research was performed to identify
substances usually contained in the products, to ensure that the ingredients were realistic. The
same applies to the labelling information on hazards as well as precautions on the selected
products.To avoid behavioural bias from brand familiarity and personal product preferences,
the products were given a fictive name. S
information were fictive and framed in a neutral way.

n

2lGiventhatdetegent s> labelling falls by default under these
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Treatments

Following product slection, different types of labels were designed for the laundry detergent
and glue. Overall, the experiment testecke different types of labelswvhich are presented in
the following.

Status Quo Label

The first label was th8tatus Quo Labelwhich compises labelling requirements from current
legislation. It contained all informational elements necessary, i.e. dosage information,
ingredients, URkcode, GHSpictogram, signal words as well as hazard and precautionary
statementsFigure 9displays the Status Quo Label for the laundry detergenfande 10
displays the variant for the glue.

Figure 9: Status Quo Label Laundry Detergent Figure 10: Status Quo Label Glue

| Power Glue Classic 50g
1deal for: Metal, rubber, leather, wood, plastic & stone |

1 - Apply to both surfaces

2 - Allow Lo fash off for at least 15 min (gluing surfaces must be dry)

3 - Press together with  lot of pressure (hamemer or similar)

4 - Final strength after 3 days Lenke Company
i

Application 3 r.mrymmzz

The bonding surfaces must be clean, dry and a perfect fit B Mo”‘"!z“

ww.stinx-info.eu

VDUI-414F-1003-1
Coerains Ethylacetate (CAS No 141-78-6), Methylcyclohaxane (CAS l« 108.87-2).
DARGER: Highiy fsmmanie 101 and vapeur. Cauzes an Inftation.

. May or dizziness,
longissting effects. 1f medcal advice s neecec, have procuct container ar abel
2t and. Keep out of reach of children. Keep aviay from heat, hot surfaces,
sparks, open flames and other grition othing

area. Avold relesse 1o the env! 3
pretwczioniface protecton. 1F 1N EYES: Rinaw cosiousty mith water for swencal
Inutes. Rermave contact len: -a lmund--n;:: Cortinue fnsing,

o
=
O
L
(7}
2
o
a

Dispann a7 cantaianfoarauiner necaring 1o

|!I 1,51 4

220114033 08001

Simplified Labelwith QR Code

Following the main research questions, an objective of the experiment was to test whether
labels of chemical products can be simplified and whether digital tools could support
consumers’ wunderstanding. HeSimplfiedLabklwith@ae c ond

OR Code

In the case of theundry detergent, the simplification consisted of reducing the dosage table,

i.e. instead of the full dosage table including separate rows for different degrees of water
hardness, the Simplified Label lgncontained one row for medium water hardness.
Furthermore, the list of ingredients was removed from the package label. The reduced /
removed information was made available via a website which could be accessed via a QR Code
added to the packaging. Hentlee full dosage table for different degrees of water hardness
and the list of ingredients was available on the website. Furthermore, the label was amended
by further pictograms that were taken from A.L.S.E. (International Association for Soaps,
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Detergentsand Maintenance Product®)The GHSpictogram, signal word and hazard and
precautionary statements remained on the label in accordance with current legiSigtice.

11 displays the label for the laundry detergent as well as the website to be opened when
scanning the QR codé.

Figure 11: Simplified Label with QR CodeLaundry Detergent

| www.lunar-info.eu

* Lunar Color Detergent

Dosage Instructions

10=60ml
Degree of soiling
53] , :
Water hardness light normal | heavy
Soft (<8,4°dh) 38 ml 76 ml 100 ml

Medium (8,4-14°dH) | S0ml | 100mi | 120 ml
Hard (>14°dH) 76 ml | 120 mi 125 mi

w Hand wash = dissolve 38 ml in 10 | of water.

Ingredients

5-15%:
Anionic Surfactants

<5%:
Non-ionic Surfactants,
Soap,
Phosphonates

(‘ ‘ Contains:
I VDUE4147- 100316 Enzymes (Subtilisin, Amylase,
|I|II| 151 Cellulase, Mannanase),
’

Preservatives (Phenoxyethanol,
Methylisothiazolinone)

Fragrances (Limonene, Citronellol)

In a similar way, the simplified label of tlggue was designed. Information on the ingredients

was removed from the package and moved to a website to be accessed via a QR code.
Additionally, A.I.S.E. icons were added to the packaging while informatiohaaards and
precautions, pictograms and signal word remained in accordance with current regulation (status
qguo).Figure 12displays the Simplified Label for the glue as well as the website on ingredients.

22 ALLS.E. (2021). Safe Use Icons. Retrieved fromitps://www.aise.eu/library/artwork/safeseicons.aspx
(30.06.2021)

23 Please note that scanning the-Q&le was mimicked in the experimental design by aumpp be opened in
the browser. More information on this aspect may be found in sdttion
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Figure 12: Simplified Label with QR CodeGlue

Power Glue Classic S0g

Idesl for: Metal, rubber, lesther, wood, plastic & stone

1-A to both surfaces

2 - Allow to flash off for at least 15 min (ghuing surfaces must be dry)

3 - Press together with a iot of pressure (hammer or similar)

4 - Final strength after 3 days Lenke Company

Application LL Fectory Avenue 22
Anytown

‘The bonding surfaces must be clean, dry and a perfect fit 1o} Tel, 0976 543 218
www.sthocinfo.eu

. [www.stixx-info.eu |
information on A " .
s Stixx Power Glue Classic

DANGER  VDUI-414F-1003-1
Highty flammable liquid and vaoour. Causes skin irrRation. Causes.

. May czziness. Toxic to
o i et s

s product container or labal t hend,

out of of 3 S$can QR-Code

Konp raach of children,
Keep away from heat, het surfaces, sparks, cpen flames and other Ingredients
ignation sources. Ko smoking. Avoid breathing dust/ fume/ Gas/ mist/ : .

ek ool otadsors o In 8 well-vestiated ares, Contains:
wm:mmm Ethylacetate (CAS No 141-78-6),
'"'"':::‘ m:":"nf"mmm m Methylcyclohexane (CAS No 108-87-2)

Power Glue

No Label Baseline

Lastly, one of the tested treatments displayed only the front packagthg ofo products.

Hence, itis referred to as thim Label Baseline It was introduced as a methodological control

in order to robustly test whether labelling information in the other two treatments indeed
informs consumers’ understanding. Participan
set of questions as in tisher treatments but without consulting the labels, i.e. responses were
based on thexperience consumers have with the product&igure 13andFigure 14display

the image for the laundry detergent and glue.

Figure 13: No Label Baseline Laundry Detergent Figure 14: No Label Baseline Glue

Lunar
®

Color
Detergent

Stixx

Power Glue Classic

oW
oK

Enjoy strong 4
cleaning power
for your laundry

1984

Randomisation, Variables and Tasks

At the beginning of the experiment participants wemredomly assignedto one of the two
products, i.e. either laundry detergent or glue, and to one of the three treatments, i.e. either
Status Quo Label, Simplified Label or No Label Baseline. They remained within their treatment
for the whole course of the experiment andament several tasks and questions.

Themain variableselicited in the experiment were:

Objective understanding of labgls
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Ability to identify a less harmful product given label information

Perception of labels

Anticipated behaviour given label informartj
Rating of importance of label elements as well as understandability and ease to find
information

The exact framing of questions and tasks was provided with the scripting document. For all
labelrelated questions participants saw the image optbéuct on the left side of the screen.

The question text was displayed on the right side of the screen. Furthermore, in some of the
treatments, participants were able to enlarge labelling information which is described in the
subsequent paragraph.

Behaviairal Variables when Consulting Labels

2

In testing consumer s understandinghethard appr
theyindeed consult the labelin reality, consumers have a physical packaging in front of them

and whenever they need infioation contained in the label, they take the packaging and read

the relevant labelling section. Ideally, the experiment would allow tracking whether the
participant actually looked at the label at displayhich for example could be done by
implementingeyetracking during the tasks. As eyracking was not in scope of the underlying
study, t he experiment design 1ncluded a te
(looking at) the label. Thizooming-function allowed participants to hover with theironse

cursor over the label image in order to open ayopf the enlarged label. While the whole
packaging was by default displayed in small size, i.e. relevant information on hazards and
precautions was in very small font, the zoorwedukl was of readablsize Figure 15andFigure

16 display zoomindpop-up) for the Status Quo Label for the laundry detergent as well as the
glue.
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Figure 15: Zoomingon Status Quo LabelLaundry Detergent

10=60ml
Degree of soiling

T Ew

Water hardness light normal | heavy
Soft (<8,4°dh) 38 ml 76 ml | 100 ml
Medium (8,4-14°dH) 50ml | 100 ml | 120 ml
Hard (>14°dH) 76 mi 120 ml | 125 mi

‘!1 Hand wash = dissolve 38 ml in 10 | of water.

5-15%. Anionic Surfactants, <5%: Non-ionic
Contains

rfactants, Soap, Phosphonates.
Enzymes (Subtlllsln, Amylase, Cellulase,
Mannanase), Preservatives
Methylisothiazolinone), Fragrances (Limonene,
Citronellol).

out of reach of children. IFON
SKIN: Wash with plenty of
water. IF IN EYES: Rinse
cautiously with water for
several minutes. Removem
... contact lenses, if present
WARNING  easy to do. Continue rinsing.
“Super Washing Company  Dispose of contents/container
Factory Road 7, Anytown  according to national
Tel. 0987 654 321 regulations.

www.lunar-info. eu

I 2201140931080809

| UFI: VDUI-414F-1003-18

1,5

Figure 16: Zooming

on Status Quo LabelGlue

Theexperiment setip allowed recording individual zooming of participants at all points of the
survey, i.e. for each question referring to the label elements. Nevertheless, it must be noted that
this experimental feature can only serve as an indication ahethparticipants indeed read

the label thoroughly. Furthermore, in reality consumers might have different motives to consult
the label, e.g., to minimise adverse effects when an accident occurs. This cannot be mimicked
in the underlying design.
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As introdwced above, one treatment was a simplified label that also introduced a digital
element, i.e. a QR code to a website containing further information (see €Hcliomeality
consumers would open a QR code by using their smartphone. As this actual sodar@ig

code was not feasible in the experimental environment, the experiment introduagenan
websitefunction. By hovering over a link displayed at the bottom of the screen apab

the website opened on screen. Again, the opening behaviour wkedtrior all relevant
guestions.

The last behavioural variable that was elicited over the course of the experiment tiras the
spent on answeringeach question. This variable could serve as a control for reading time, i.e.
the longer participants spent secreen, the higher the probability of reading and consulting the
labelling information.

Comparative Choice Task

As indicated above, the aim of t habiliteteper i me
identify a potentially less harmful product by reading and understanding labelling
information. Therefore, the experiment included a comparative choice task where participants
were presented with two variants of the prod
product twins were consttted in parallel to their original versions and differed only with

respect to the potential hazards for human health and the envirofinfemtthe laundry

detergent the product original was less harmful than its twin, while for the glue the original

was maee harmful than the twin.

Within the task, participants saw both the original and the twin next to each other on screen
and had taselect the potentially less harmful variant The alignment to either right or left

was fully randomised. Furthermore, papi@nts repeated the task for both the laundry
detergent as well as the glue (order was randomised as well).

Each participant remained within the treatment they were assigned to at the beginning of the
study, i.e. when assigned to the Status Quo Label, #rgcipant also answered the
comparative choice task on the Status Quo Label. Additionally, the comparative choice task
included the zoomingeature for the Status Quo and Simplified Label as described above. In
order to enlarge labelling details, partaips were able to hover over both of the label images

of the original and twin and a pamp openedFigure 17Figure 22display the original and

twin product for the laundry detergent and glue in the Status Quo Label, Simplified Label and
No Label Baseline treatment.

24 Furthermore, the fictious brand and company infation differed.

102



Figure 17: Comparative Choice Task for Status Quo Labkhundry Detergent

Figure 18 Comparative Choic&ask for Status Quo LabelGlue
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Figure 19: Comparative Choice Task for Simplified Labdlaundry Detergent

i
ik
nmumn

Figure 20: Comparative Choice Task for Simplified Labéeblue
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Figure 21: Comparative Choice Task for No Label Baselirieaundry Detergent

Lunar
%

Color
Detergent

Color
Detergent

Enjoy strong
cleaning power
for your laundry

Enjoy clean
and fresh
laundry

R

Figure 22 Comparative Choice Task for Simplified Labé&blue

— ' . -

Since for the No Label Baseline the package images only contained the front of the packaging
without any information on product hazards, participants that were assigned to the treatment
not only wereallowed to choose between either of the two products at display but also were
able to choose “don’ t know / I would need
measure was introduced after the pilot analysis.

Further Variables

Following the experimentaasks where labels were at display, the last part of the experiment
consisted of @onsumer survey The purpose of the survey was tfotd. On the one hand,
preferences for receiving labelling information(onpack versus digital) were elicited. On

the other hand par ti ci pant swere oollected. aThesse inciudetpersosal or
professional experience with chemical products, digital readiness as well as trust and risk
attitudes.
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Incentives

As it is common practice in behavioural science, participants were incentivised in the
experiment in two ways. Firstly, they receivedla fee for their overall time spent on the
tasks. By that it was ensured that they reciprocate by paying attention and grewvisvers

to their best knowledge and ability.

Secondly, the questions on objective understanding of labelling information were incentivised
by paying anadditional amount per correct answer This methodological measure was
applied to ensure that particifga paid specific attention to the task itself and were motivated

to solve the questions correctly. Nevertheless, it must be noted that this procedure only mimics
the incentives of consulting a chemical label in the real world. If an accident occurspeosisu

are inherently motivated to reduce the negative health impacts and pay attention to the label.
This scenario and the inherent motives cannot be replicated by the experimeampal set

Overview on the Data Set

The experiment was conducted with 4,003tipgrants in September and October 2021. Data
collection took place in four Member States, i.e. Germany (1,000), France (1,001), Romania
(1,000) and Greece (1,002) and the median time to complete the experiment was 17 minutes.

Sample description

Participants were recruited from an activatyanaged onlinpanel and hard quotas on age and
gender were applied in order to reach representativeness. Furthermore, soft quotas on education
and income were appliediable 7gives an overview on the sample characteristics per country.

Table7: Sample Description

Age mean (s.d.) |50.26(16.53) | 49.53 (16.94) | 47.98 (16.11) | 46.05 (14.89)
Gender (male / 49.3% / 48.2% / 48.4% / 49.0% /
female / 50.7% / 51.8%/ 51.6% / 50.6% /
otherdiverse) 0% 0.1% 0% 0.4%
Educatior® (low / | 19% / 9% / 20% / 8% /

Medium / 53% / 55% / 57% / 46% /

high) 28% 36% 22% 46%
Income’ (low / 34.0% / 34.0% / 43.1% / 31.0% /
medium / 31.6% / 35.5% / 50.6% / 40.6% /

high) 34.0% 30.6% 6.2% 28.4%

25 Given that quotas on age in Greece were difficult to reach, in the analysis individual weights for Greek
participants were used in order to draw upon representative results. The reason was that especially elderly
participants are challeimg to recruit for online studies given limited access to devices.

26 As can be seen from the sample description consumers with lower educational level are slightly
underrepresented in the sample. Especially in Greece the share of participants holdwegsityudiegree is
comparatively large.

27 please not that income categories were defined within each country, i.e. using different testflealues for

each country, because income distribution in absolute monetary terms differs per country.
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Treatment assignment

As described in the methodological section, participants were randomly assigned to one of two
products, i.e. either laundry detergent or glue, and to one of three labelling treatments, i.e. either
Status Quo Label, Simplified Label (QR) or No Label Bagelliable 8displays the number

of observations per produtteatmertcombination.

Table8: Treatment Assignment

Status Quo Label 16.7% 16.7%
Simplified Label (QR) 16.7% 16.7%
No Label Baseline 16.6% 16.6%

Furthermore, in the comparative choice task participants were randomly assigned to the order
of products to be displayed, i.e. either laundgetergent first, then glue or glue first, then
laundry detergent. Within the task the alignment of product variants was additionally
randomised, i.e. original left and twin right or twin left and original right. Again, data reveals
that for both order andariant alignment randomisation worked well (50% of the sample in
each display condition).

RQ 1: What is the levelof understanding of chemical and detergents labels?

To answer the first research question on coil
several questions which are presented in the following. All results are basedmparison
of the Status Quo Label andthe No Label Baselinein order to confirm Wether current

b

legislation indeed enh#%nces consumers under
Objective Understanding of Product Hazards

Based on the desk research performed to design the two pratifietent hazards apply to

the laundry detergent and glue. These includegfara mp 1 e : “Causes seriot
(H319) or “Toxic to aquati éTHequstionwasprasentedn g 1 .
as a set of correct as well as incorrect hazard statements and participants were asked to identify
the correct ones @aitional payment for correct answer).

Figure 23displays the percentage of participants that correctly answered the question on
product hazards by produttFor theStatus Quo Labelof the laundry deterge®4% of the
participants answered the question on hazamsectly while only 8% in the No Label
Baselinewere successful. The difference between the two conditions is highly significant
(p<0.001¥~.

28 Resultson the performance of the Simplified Label with QR code may be found further below, i.e. section on
the fourth research question.

2% please note that the hazards differed by product. As described in the methodological section the laundry
detergent was degied to be less harmful, while the glue included more hazards. The actual statements are
representative for products to be found in supermarkets, drugstores aistiopd¥. A complete list may be found

on the labeimages provided in the methodological tiet.

30 For better readability, in the following results are rounded to the nearest whole number. Hence, it might be
possible that shares do not add up to 100%.

31 |f not otherwise specified, the statistical tests were-Zlgist analysing the relationshipgtween answer
behaviour and categorial variables, i.e. treatments.
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The same pattern can be observed for the gliéhough objective understanding was lower
than for the laundry detergent. In tBéatus Quo Labeltreatnment 29% of the participants
answered the questi@orrectly while the percentage in tido Label Baselinewasonly 6%.

Again, the difference between the two labelling treatments is highly significant. An explanation
for the worse performance of the gluergmared to the laundry detergent might be that the
product itself was constructed in a way to be more harmful, i.e. more hazard statements apply
to the product.

Figure 23: Objective Understanding of Product Hazards by Treatment

Hazards (Percentage Correct)

60%
54%

50%
40%

29%
30%

20%

10% 8% 6%
0%

Status Quo No Label Status Quo No Label

Label Baseline Label Baseline

Laundry Deterge nt Glue
Not es: The question was: “Please select all statemen
(Status Quo Label) and “Thinking about a [l aundry det
true about s uodabelBasglimeh duct : ” (N

Number of observations: N=1,333 (LD), N=1,335 (G)
Source: ConPolicy analysis of the experiment and survey data.

Furthermore, data reveals th&@% of the participants in the Status Quo treatment of the
laundry detergentzoomed in on thdabel, i.e. took a closer look at it. Of those who zoomed,
70% were able to answer the question on hazards correctly, while only 12% of those who did
not zoom were successful. The difference is again highly significant (p<0.001). The same may
be observeddr theglue where78% of the participants in the Status Quo treatnzeximed in

on the label Of those who zoomed, 36% answered the question on hazards correctly, while
the share among those who did not zoom was only 4% (p<0.001).

The time spent to answtre question in the Status Quo treatment was on average 62 seconds
for the laundry detergent and 78 seconds for the glue. For both products a positive, significant
relationship between time spent to answer and performance in the question can be found (0.49
for laundry detergent and 0.48 for glue, both p<0.001). I.e. the more time participants spent on
the questions, the higher are the chances that they answer the question on product hazards
correctly.

In summary, the results show thatoviding labelling information and reading it helps
consumers to understand hazard information Certainly not all consumers who were
provided with a label under current legislation (Status Quo Label) performed equally well but
compared to a situation where information is natilable, they performed significantly better.

When consumers solely answered based on their personal experience of chemical products (No
Label Baseline) understanding was overall poor. Furtherrparécipants were motivated

to consult labelling information in the experiment angdhen they did,they alsgperformed
significantly better than when they did not actively read the label.
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Objective Understanding of Precautionary Measures

Similarly, different precautionary statements applyto the two products. ®se included for
exampl e: “Keep out of reach of children” (PI1
for several mi ¥Again, ¢he quesiod was présadnfed gs .a set of correct as

well as incorrect precautionary statements and paatitgowere asked to identify the correct

ones (additional payment for correct answer).

Figure 24displays the percentage of participants that correctly answered the question on
product precautions by product. It can be seen that the Status Quo Label again performs better
than the No LabeBaseline. For both products the difference is highly significant (p<0.001).
For thelaundry detergent 17% in the Status Quo Labeltreatment and% in theNo Label
Baselineanswered correctly. For tlggue 12%in the Status Quo Labeltreatment an@% in

the No Label Baselineanswered correctly.

Figure 24: Objective Understanding of Precautions by Treatment

Precautions (Percentage Correct)
60 %

50 %
40 %

30 %

20 % 17%
12%
10 %
1% 0%
0%
Status Quo No Label Status Quo No Label
Label Baseline Label Baseline
Laundry Deterge nt Glue
Notes : The question was: “From your reading of the I

apply) 'Qu(oS tLaatbuesl ) and “When wusing a [laundry detergent
Label Baseline).

Number of observations: N=1,333 (LD), N=1,335 (G)

Source: ConPolicy analysis of the experiment and survey data.

When looking azooming behaviair, 63% of the participants in th8tatus Quo Labelof the

laundry detergent took a closer look at the label. Of those who zoomed on the label 26%
answered the question correctly while those who did not zoom only answered the question on
precautions corréky in 1% of the cases (difference highly significant, p<0.001). The same
pattern may be observed for the Status Quo Label ajltteewhere66% of the participants

took a closer look at the label. Of those who zoomed 18% answered the question correctly,
while those who did not zoom only answered the question correctly in 2% of the cases
(difference highly significant, p<0.001).

Overall, participants in the Status Quo treatment spent 53 seconds to answer the question on
the laundry detergent and 68 secofmisthe glue. Again, a positive significant correlation
between time spent and performance can be detected (0.40 for laundry detergent and 0.39 for

32 Again, these precautionary statements are only examples, and the complete list of applicable precautions may
be found in the methodological section of the report.
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glue, both p<0.001). l.e. the more time participants spent on the question, the higher are the
chances thatey answer the question on product precautions correctly.

In summary, objective understanding of the precautions applicable to chemical products
follows the same pattern as for hazaRisceiving labelling informationas defined by current
regulation (Status Quo LabeBsulted in significantly better performance than answering

on experience(No Label Baseline). Overall, the understanding of precautions was poor and
on average worse than for hazards. This might bealtee amount of precautions to be taken

for safe use (especially for the glue, for which, as a more harmful product, legislation requests
a long list of precautionary statements). Similarly, the results show that the majority of
participants weremotivated to consult labelling information in the experimen@andif they

did, they also had better objective understanding

Objective Understanding of Ingredients

Lastly, a question on thegredientswas presented. It was only asked of participants that were
assigned to the laundry detergent. Again, the question was presented as a set of correct, e.g.

enzymes or “perfumes”, and incorrect answe
correct ones (additional payment for correct answer).

Figure 25displays the percentage of participants that correctly answered the question on
product ingredients for the laundry detergent. It can bethaeh1% in theStatus Quo Label
treatment answered the question on ingredients correctly, while the shanelyws8% in the

No Label Baseline The difference between groups is statistically highly significant (p<0.001).

33 The list of ingrediats may be found on the lakiehages contained in the methodological section of the report.
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Figure 25: Objective Understanding of Product Ingredietty Treatment
Ingredi ents
(Percenta ge Correct)
60 %

50 %
41%
40 %

30 %

20 %

10 % 10%
()

0%
Status Quo No Label

Label Baseline
Notes: The question was: “From your reading of the I
(Select all that apply)” (Status Qdetergebtswhichingredientds “Fr on
are usually contained in such a product? (Select all

Number of observations: N=1,333
Source: ConPolicy analysis of the experiment and survey data.

Again, zooming behaviour is indicative for flmmance. Overall74% of the participants
zoomedin on the label. Among those who took a closer look the share of participants
answering correctly was 54%, while the share was only 3% among those who did not zoom
(p<0.001).

In addition, data reveals that the Status Quo treatment participants spent on average 43
seconds to answer the question. The correlation between time spent and performance is positive
and significant (0.53, p<0.001), i.e. the more time participants took to answer the question, the
higher the chance of answering the question on product ingredients correctly.

In summary, the results confirm previous findings and show Idislling information
enhanced consumers understandingf ingredients as well. Agairparticipants in the
experimentwere overall willing to consult the labeland if they did, they performed
significantly better.

Ability to Identify a Less Harmful Product

Further evidence on consumers’ wunderstanding
comparative choice task Participants were asked tdentify the less harmful product
among two products which differed with respect to their properties.

For thelaundry detergent, the product original was less harmful than its twin, i.e. less hazards
and precautions appliedufhermore, the GHS pictogram and signal word differed. Further
information on the product labels presented in the task may be found in the methodological
section of the report.

Figure 26displays the percentage of participants correctly identifying the original product to
be less harmful than its twin. As can be séé%o in the Status Quotreatment answered the
guestioncorrectly. In the No Label Baselenperformance was significantly worse because
participants were asked to answer the question based on their experience without any further
information. Since théNo Label Baselineonly included the front packaging without any
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information on hazards (pictogmn, statements), the majority of participari6%) selected
that they don’t k meedvmorehnéormatiorstoseake the ehoice.o0l6% d
chose the correct product and 28% chose the wrong product. Again, the difference between the
treatments istatistically highly significant (p<0.001).

Figure 26: Comparative Choice Task Laundry Detergent by Treatment

Com parativ e Choice:
Laundry Detergent

100%

80% 36%

56%

60%

40%
& 28%

20%
16%

0%

Status Quo Label No Label Baseline

Original Twin don't know

Not es : The question was: “Please take a ook at t
information available here, which product is less harmful, i.e. less hazardous for human health or the
environment ? '“categorponly available/doo No Label Baseline.

Number of observations: N=1,340 (Status Quo Label), N=1,328 (No Label Baseline)

Source: CoPolicy analysis of the experiment and survey data.

72% of the participantzoomed on both labelsat display,20% on oneof the two an®%

did not zoom Of those who zoomed on both 67% of the participants answered the question
correctly, of those who zoord®n one 56% answered correctly and of those who did not zoom
58% answered correctly (difference is significant, p=0.002).

For theglue, the product original was more harmful than its twin, i.e. more hazards and
precautions applied to it. Furthermore, thember of GHSpictograms differed. Further
information on the product labels presented in the task may be found in the methodological
section of the report.

Figure 27displays the percentage of participants correctly identifying the twin product to be
less harmful than the original. Again, the same pattern may be observed Statie Quo

Label treatment, the majority @#8% selected theorrect product. In theNo Label Baseline

the majority of 66% indicated that they did not know the answer arebded more
information for making their choice. The share of choosing the correct product was 16% and
the share of choosing the incorrect product w&%.18gain, the difference between the two
treatments is statistically highly significant (p<0.001).
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Figure 27: Comparative Choice Task Glue by Treatment
Com parativ e Choice:
Glue

100%

80%

68% 66%
60%

40%

16%
20%
32%

18%
0%
Status Quo Label No Label Baseline

Original Twin don't know

Notes: The question was: “Pl e aconsideratiohthe information available ¢ h e ¢
here, which product is less harmful, i . e. l es-s hazar
category only available for No Label Baseline.

Number of observations: N=1,340 (Status Quo Label), N=1(BR8Label Baseline)

Source: ConPolicy analysis of the experiment and survey data.

Regarding zooming behaviour, it can be found 8% of the participants in the Status Quo
Label treatmentook a closer look at both productsat display25% looked atoneof the two

and7% looked atnone. Of those who zoomed on both products 71% were able to correctly
identify the less harmful product, among those who looked at one product the share of correct
answers was 64% and of those who did not zoom the share wap60%3).

In conclusion, results are confirmative of the findings from the previous secWdmsn
labelling information was available (Status Quo Label), thenajority of consumers were

able to identify a less harmful product In contrast, when labellinghiormation was not
available, i.e. CLP information was not provided (No Label Baseline), consumers were not
able to correctly identify the less harmful product but rather indicated that they would need
more information to make their choice. Again, it carobserved that experimeparticipants

were willing to consult the labelfor further information and when they did, they at least
slightly performed better than without zooming in on information. Nevertheless, it must be
noted that even without zooming aurther information such as a readable list of hazards and
precautionary statements, the packaging was already indicative of the degree of harmfulness,
i.e. the GHSpictograms on the packaging for example already showed which product is more
harmful.

Last y , 1t mu s t be noted that results only p
understanding and not whether labelling information also causes consumers to purchase the
less harmful product. Furthermore, results also cannot demonstrate whetherbyettireo
understanding also causes consumers to behave more appropriately in case of an accident, i.e.
whether they would follow instructions to minimise adverse effects. Therefore, the-tgllow
guestionnaire of the experiment can shed further lightarsca me r s ° behaviour (
the third research question).
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Rating of Understandability of Relevant Label Elements

Next to the objective questions on label understanding, the experiment contained a subjective
understanding question. Participants wasked to indicate thgerceived understandability

of different label elementssuch as the hazard and precautionary statementsp@Ektfgrams,

ingredient lists or dosage instructions. The question was elicited-poiatd_ikert-scale from

“very uenadseyr sttoand” to “very difficult to unde:

Figure 28displays the subjective understandability of the Status Quo Label for the laundry
detergent. Allaspects related to the CLP Regulatioperformed well and were perceived as

at least ratheunderstandable by the vast majority of participants (above 70%)eTdnly
aspect that stands out to be different is marketing information. Here only 48% of the
participants rated information as understandable.

Figure 28 Rating of Understandability of Label Elements (Status Quo Label, Laundrygeete
3%
Name of the product [ NG 34% 16% 5%l 4%
1%
supplier contact information [ NG 40% 14% 34 3%
0%
instructions for use |GG 44% 11%3% 2%
0%
Dosage recommendations | NENGEOEN 44% 11%1% 2%
3%
Marketing information | IEEEEN 30% 33% 8% ll 8%
1%
Quantity | R 40% 1199 2%
1%
List of ingredients _ 43% 15% 6%' 2%
3%
Weblink to receive full ingredients list | NS 39% 21% 8% W 5%
5%
Information relevant in case of intoxication _ 38% 15% 5%. 3%
2%
Hazard pictogram _ 39% 13% 3‘%' 3%
1%
signal word | NSO 40% 10%3% 2%

3%

Statements on products hazards | NEGEESEN 42% 16% 6%l 3%
1%
statements on precautions | ENGEERGIEEN 42% 17% 49 3%
1%
Statements to prevent adverse effects |G 45% 12%3% 3%
0% 20% 40% 60% 80% 100%
m\Very easy to understand Rather easy to understand
Neither easy nor difficult to understand = Rather difficult to understand
mVery difficult to understand Dondét know
Not es : The question was : “Still looking at t his l ab

information?”7.
Number of observations: N=670
Source: ConPolicy analysis of the experiment and survey data.

Figure 29displays the subjective understandability of ingredients information of the Status
Quo Label for the laundry detergent. Compared to the prsvasults on CL¥Pelated labelling
elements the rating was lower. Nevertheless,nhgrity of the participants indicated that
specific ingredient information was(rather) easy to understand
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Figure 29: Rating ofUnderstandability of Label Elements on Ingredients (Status Quo Label, Laundry Detergent)

surfactants [ NNENEEOGEEE 32% 21% 15%  [EEls%

4%
Enzymes | 32% 21% 12%  HB»

2%
perfumes [N 42% 19% 5% [l 3¢
Allergens [INGNGEESN 35% 22% 119%  [E5Es%
preservatives [N 32% 24% 1% Bk

0% 20% 40% 60% 80% 100%
m\Very easy to understand Rather easy to understand

Neither easy nor difficult to understand = Rather difficult to understand

mVery difficult to understand Dondét know
Notes: The question was: “Still looking at this [abel
on the ingredients contained in the product? 7.

Nunber of observations: N=670
Source: ConPolicy analysis of the experiment and survey data.

Lastly, Figure 30displays the subjective understandability of the Status Quo Label for the glue.
Again, the ratings ofCLP-related information are good with amajority of over 70%
indicating that information was very or ratle&sy to understand The only aspect that sids

out is marketing information which received a lower understandability rating (48%).

Figure 30: Rating of Understandabilitgf Label Elements (Status Quo Label, Glue)
2%
Name of the product [ NG 36% 17% 498%
5%
Supplier contact information _ 34% 18% 6%‘%
1%
Instructions for use _ 42% 11%404%
2%
Marketing information - 31% 31% 9% IlO%
3%
Quantity | 40% 12%39@8%
3%
List of ingredients _ 36% 19% 9% I%
6%
Information relevant in case of intoxication |GG 36% 14% 6%[HB%
1%
Hazard pictogram _ 37% 9%30/‘ 2%
0%
signal word | N SR 796%. 296
1%
Statements on products hazards _ 41% 12%204 2%
0%
statements on precautions | NGEGEEEG 41% 11%5% 3%

0%

Statements to prevent adverse effects _ 41% 11%304 2%

0% 20% 40% 60% 80% 100%

m\ery easy to understand Rather easy to understand
Neither easy nor difficult to understand = Rather difficult to understand

mVery difficult to understand Dondt know

Notes : The question was . easyno understdnd dokyounfind each piecé of s [ ab
information?”7.

Number of observations: N=670

Source: ConPolicy analysis of the experiment and survey data.

In conclusion, the data shows that ovecalhsumers perceived relevant labelling elements
as (rather) understandable Nevertheless, it must be emphasised that this result is based on
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an individual and subjective sedtsessment. When looking at the objective understanding of
safe use information contained on labels performance was rather poor

Rating of Ese to Find Relevant Label Elements

In order to understand label information, it is also important that consumers are able to find all

the information contained on a label in an easy way. Hence, the experiment included a question

on the subjectivease tdind relevant label elements The question was elicited on gbint-

Likerts cale from “very easy to find” to “very d

Figure 31displays the rating of thease to find label elementfor the Status Quo Label of the
laundry detergenOver 60% of the participants indicated th@t.P-related information was

very or ratheeasy to find Additionally, dosage recommendations provided as & w@blthe

label were perceived as very or rather easy to find by 85% of the participants. On the other
hand, marketing information was perceived as easy to find by only 48% of the participants.

Figure 31: Rating of Ease to Fintlabel Elements (Status Quo Label, Laundry Detergent)
4%

Name of the product [N 35% 14% 7% B%
1%
Supplier contact information _ 37% 16% 5%'%
1%

instructions for use |GGG 39% 13% 3% 3%
1%

Dosage recommendations | NS 40% 1092% 2%

Marketing information | ESEENN 29% 29% 8% B 8%
1%
Quantity | IO 38% 10%3% 2%
1%
List of ingredients | NGO 42% 14% 4% 2%
Weblink to receive full ingredients list | EESEN 35% 22% 9% [ 5%
Information relevant in case of intoxication | NN 34% 19% 9% [ll4%

2%
Hazard pictogram | 33% 13% 5%2%
2%

signal word | EEECENNNNN 37% 12%3%%

5%

Statements on products hazards | NEETGEEN 40% 18% 7% B%
3%
Statements on precautions _ 39% 17% 8% l%
1%
Statements to prevent adverse effects || NNGEEGIN 42% 16% 4%d3%
0% 20% 40% 60% 80% 100%
mVery easy to find Rather easy to find

Neither easy nor difficult to find m Rather difficult to find
mVery difficult to find Dondt know

Not es : The question was: “Still looking at this [|abel
Number of observations: N=670
Source: ConPolicy analysis of the experiment and swotaésy.

Figure 32displays the rating of the ease to find label elements for the Status Quo Label of the
glue. Again, allCLP-related elementswere very or ratheeasy to find (above 60%) while
marketing information stands out with a lower rating (36%).
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Figure 32 Rating of Ease to Find Label Elements (Status Quo Label, Glue)

3%

Name of the product [ NNRGNGECE 35% 15% 4998%
Supplier contact information _ 35% 18% 7%-3%

2%

instructions for use | NGRS 43% 11% 5%p%

Marketing information [ NG~ 29% 28% 129% 59 9%
4%
Quantity | 37% 13% 4%

3%

List of ingredients | NG 37% 15% 5%8%

Information relevant in case of intoxication | N NGESEGEEN 35% 14% 8% [H884%
2%
Hazard pictogram | NEEEENEIG " 30% 1 svsull2Y
1%
signal word | EEEEEENSOREN " 32% 9% 5%p%
2%
Statements on products hazards | NG 40% 13% 4%%
2%
statements on precautions | NNENGSGEGNN 39% 14% 59%9R%
1%
statements to prevent adverse effects [ N NGEREE 39% 15% 49%412%

0% 20% 40% 60% 80% 100%

mVery easy to find Rather easy to find
Neither easy nor difficult to find m Rather difficult to find

m Very difficult to find Dondt know

Notes: The questuonontwas: | afe
Number of observations: N=670

Source: ConPolicy analysis of the experiment and survey data.
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In conclusion, results on the ease to find label elements on the packaging given current

regulatons are positive. Th@aajority of the participants indicated that theelevant elements

are (ratherpasy to find

Conclusion

Taken the results from the previous section together, it can be shownalbieditng
information under current regulation (Staus Quo Labelperforms systematically better
than when consumers are not provided with CLP and Detergentrelevant information.

Overall, objective understanding is rather poor and performance of consumers is dependent on

the amount of information that neetb be processed, i.e. is displayed on the label. For a more

harmful product, legislation requires more text to be displayed on the label, which might be
especially problematic on small packaging. Nevertheless, participants in the experiment were

motivatel to consult the label and were partially able to find relevant information.

As flagged in the metho

motivated to read and understand the specifics of chemical substances.hanhat, the
results support that current

dology sect

i

on

t he
decision context, i.e. they found themselves in an artificial environment and were paid
moretary incentives for their performance in the tasks. Nevertheless, when it comes to the
actual health of consumers and their relatives, one would expect that they are even more

legislation

One other aspect that makes the experimentalsdtfferent is the time spent on the label, or

at least, the time spent on answering questions on objectivestarting. Data reveals that

1S

participants take rather sufficient time to answer questions and there also exists a positive
correlation between time spent on the question and performance. On the one hand, this is a
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positive result as it confirmsthatconsil n g a [ abel supports consum
other hand, spending that much time on a label of a chemical substance or detergent is rather
uncommon (e.g. in shopping situations labels are not consulted this thoroughly and in the case

of an accidat induced stress could also lower consultation times).

Lastly, results show that consumers subjectively rate the Status Quo Label in a positive way.
Overall, CLP- and Detergentrelevant information items are rated as botheasy to
understand as well as easto find. This standsn contrast to the rather poor objective
understanding and might bebecause subjective understanding is seléported, i.e.
consumers overestimate their understanding. One aspect that systematically stands out in the
results was magking information provided on the packaging. It was rated as more difficult to
understand and to find on the packaging. Certainly marketing information is not regulated by
CLP, however, in practice it takes a comparatively large space on the packagindumt®

and competes with information relevant for safe use.

RQ 2: What is the importance of different elements contained in labels? Which
information is considered essential?

In order to answer the second research quest
elements, the experiment contained two questions which are presented in the following
sections. The first question was asked at the beginning of the experimeattbefparticipants

saw the label images on screen, 1.e. 1t was
labels. By that thgeneral label appreciationwas elicited. The second question was asked at

a later stage of the experiment when the padints were already familiar with the labelling

content, i.e. they had already answered questions on objective understanding and label
interpretation. By that thiabel appreciation under current regulationwas elicited.

Rating of Importance of Label Eeents Without Seeing a Label

As indicated above, thienportance of different label elementswas elicitedwithout label

display at the beginning of the experiment. Hence, the overall rating for the whole sample is
displayed regardless of treatment assignmehe question was elicited on gpbint-Likert-

scale from “Absolutely essential” to “Not 1

Figure 33displays the rating of the importance of label elements for the laundry detergent.
CLP- and Detergent relevant information such as the hazard pictogram, signal word,
statements on hazards gmécautions and dosage instructions were rated as efibelutely
essential or very important by more than 70%of the participants. The weblink to receive
the full ingredient list received a share of 44% and supplier contact information of 34%. The
lowed rating was assigned to marketing information with only 24% who indicated the
information to be absolutely essential or very important.
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Figure 33 Rating of Importance of Label Elements Without Label (Status Quo Label, Lauetimgént)

Name of the product [ NCONGHIIN  30% 24% 9% @ 1%
Supplier contact information |IEEE"21% 27% 10% (IS

5%
instructions for use | EGESEIEN 32% 19% 7% o
3%

Dosage recommendations | NG 37% 18% 4%fho

Marketing information - 17% 32% 22% _%
1%
Quantity | 40% 17% 241%

4%

List of ingredients | NGRS 33% 18% 7% W%

Weblink to receive full ingredients list | EEEN 28% 28% 14% [HSEN 2%
4%

Information relevant in case of intoxication _ 29% 17% 6%.2%
4%

Hazard pictogram | NN 33% 19% 8% k%
4%

signal word [ NN RGN 33% 17% 7% k%
3%

Statements on products hazards | NEGEGEEEE 36% 18% 5%l1%
3%

Statements on precautions _ 37% 19% 6%.1%
3%

Statements to prevent adverse effects | NN 36% 17% 5%H%

0% 20% 40% 60% 80% 100%
mAbsolutely Essential Very Important Of Average Importance
Of Little Importance mNot Important At All Dondét know
Not es : The question was: “Please think about your [ a

the packaging of a [l aundry detergent how important do
Number of observation&=4,003
Source: ConPolicy analysis of the experiment and survey data.

displays the rating of the importance of label elements for the glue. Again, the same patterns
may be observedCLP-relevant information received high ratings of above 70%
(absolutely esential or very important). Supplier contact information received a lower rating
of 31% and the lowest importance was again attached to marketing information were 17% of
the participants rated the information to be absolutely essential or very important.
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Figure 34: Rating of Importance of Label Elements Without Label (Status Quo Label, Glue)

5%

Name of the product _ 33% 25% 8% . 2%

Supplier contact information - 25% 28% 16% -2%
3%

Instructions for use _ 34% 15% 4°/|'2%

Marketing information - 19% 34% 20% -3%
2%
quantity [ NNGEEEE 40% 19% 49 1%
4%
List of ingredients [ NG 34% 19% 6% l2%
4%
Information relevant in case of intoxication _ 30% 16% 5%‘%

3%
Hazard pictogram _ 34% 17% 6%.2%
3%
signal word [N O 33% 16% 6%[p%
3%
Statements on products hazards _ 34% 18% 4%.2%
3%
statements on precautions | EGEGEEEN 36% 18% 4%2%

3%

Statements to prevent adverse effects _ 34% 16% 4°/|I2%

0% 20% 40% 60% 80% 100%
mAbsolutely Essential Very Important Of Average Importance
Of Little Importance mNot Important At All Dondét know
Notes: The question was: “Pl
ofagluehowimportantdo o u r at e having t

Number of observations: N=4,003
Source: ConPolicy analysis of the experiment and survey data.
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Overall, theappreciation of different CLP- and Detergentrelevant label elements was
high. Even without saeg a label at display, consumers indicated that information on hazards

and precautions are highly important.

Rating of Importance of Label Elements When Seeing a Label

Participants assigned to tistatus Quo Labeltreatment were asked the rating queston
second time, i.e. after they completed several experimental tasks and were familiar with the
labels. Again, the question was elicited on-poitLikert-s ¢ a 1 e

to “Not i1important at all

2

f

of

[ a s
i 7

rom “Absol ut e

Figure 35displays the rating of thenportance of label elementdor the Status Quo Label of

the laundry detergent. The patterns are in accordance with the previous results. It can be found

thatCLP- and Detergent relevant elements received ratings well above 70%he weblink
to receive the full ingredients list was rated absolutely essential or very important by 50% of
the participants and supplier contact information by 45%. The lowa=gj egain may be found
for marketing information. Only 25% of the participants rated this type of information as

absolutely essential or very important.
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Figure 35: Rating of Importance of Label Elements With Label (Statusl@bel, Laundry Detergent)
Name of the product | SN 329% 27%  11% 50&1%
supplier contact information | EEEI"" 29% 31% 17% 50‘2%
instructions for use [ NGEEEIN 41% 16% 2(1102%

0%

Dosage recommendations | NEGEESSEIEN 47% 17% 3%2%
Marketing information - 17% 30% 29% -3%
2%
Quantity [ NS 43% 229% 4% 2%
1%
List of ingredients | N  EEEEIEN 39% 21% 49 2%
4%
Weblink to receive full ingredients list || EESEIN 32% 33% 11% M 2%

1%

Information relevant in case of intoxication _ 38% 15% 3% 2%
1%

Hazard pictogram _ 41% 17% 3“/1 2%
1%

signal word [ NN 39% 15% 3% 2%
1%

Statements on products hazards _ 44% 14% 4cy4 2%
1%

Statements on precautions _ 40% 18% 4%| 2%
1%

Statements to prevent adverse effects | N N N EECHEE 41% 13% 3% 2%

0% 20% 40% 60% 80% 100%
mAbsolutely Essential Very Important Of Average Importance
Of Little Importance mNot Important At All Dondét know
Notes : The question was: “Looking at tthis [label,

information? 7.
Number of observations: N=670
Source: ConPolicy analysis of the experiment and survey data.

Figure 36displays the rating of the importance of label elements for the Status Quo Label of
the glue. Again, the results are in accordance with the previous results.GA/Riteelevant
information such as hazard and precautionary statements or the pictogravedsteaires of
above 80% (absolutely essential or very important), marketing information was rated less

relevant. Only 26% of the participants indicated that it is absolutely essential or very important.
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Figure 36: Rating of Impotance of Label Elements With Label (Status Quo Label, Glue)

4%

Name of the product | NS 33% 25% 11% M 2%

Supplier contact information _ 27% 30% 16% . 2%
1%

Instructions for use _ 34% 10% 10/{) 2%

Marketing information - 18% 33% 25% - 3%
3%
Quantity [ 37% 28% 9% Wl 2%
1%
List of ingredients | RN " 56% 16% 4% 2%
1%
Information relevant in case of intoxication || N A 33% 13% 3% 2%
1%
Hazard pictogram _ 35% 11% 2% 2%
0%
signal word | NSO 56% 9%2% 2%
0%
Statements on products hazards _ 39% 11%2% 2%
0%
statements on precautions | NRNGESEN 38% 10%1% 2%

1%

Statements to prevent adverse effects _ 36% 9%10*: 2%

0% 20% 40% 60% 80% 100%
mAbsolutely Essential Very Important Of Average Importance
Of Little Importance mNot Important At All Dondt know
Notes : The question was: “Looking at tthis [label, h o

information?”
Number of observations: N=670
Source: ConPolicy analysis of the experimamd survey data.

Hence, the results are confirmative and show @@EP- and Detergentrelevant label
elementsare perceived agery important by consumers.

Conclusion

Taken the results together it can be shownl#ial elementghat support consumerstivthe

safe use of chemical substancese. hazard and precautionary information, essential
Furthermore, aspects relevant under Detergent regulation, e.g. dosage instructions, are
perceived as essential. Marketing information, on the other handpstgcally stands out as

less important. The later aspect should also be discussed in the light of results from the first
research question, where consumers indicated that marketing information is less
understandable and easy to find on packaging. Inrgenihis result appears not to be
problematic as marketing i1information 1s not
use and therefore, there exists no objective need for improvement. Nevertheless, in practice
marketing information takes a lotgfpace on the packaging of chemical products and therefore,
competes with the space available for @eRevant information which is rated as more
important by consumers.

RQ 3: How do consumers interpet labels with respect to hazards and safe use
instructions?

The third research question regards the interpretation of labels given provided information.
Therefore, several questions were included in the experiment. The first set of questions
f ocussed o nriskpereeptipnrwhilé the secorid investigatéehaviour induced

by the labels
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Risk Perception Induced by Label

The experiment design included two differgmbducts that differed in their degree of

potential harmfulness Among other aspects, the labels at display differed in the amount of
GHSpictograms presented (one versus three), t
well as the amount and severity of the included hazard and precautionary statements. More
information on the product specifics may be found in the methodologpsecti

Risk perception was investigated by three different questions, i.e. ogetieral risk

perception of use, risk following wrong applicationas well agisks attached to different

hazards It must be noted that the purpose of the questions was ndetprét the average

rating of each of the products, i.e. it is not relevant whether a laundry detergent or glue is
perceived as “dangerous?” or “har ml ess ”. Th
displayed information causes participants to rate the gmore harmfulthan the laundry

detergent. Hence, the analysis aims at comparing the ratings by product type.

Risk Perception of Use

The question ogeneral risk perception of usevas elicited on a-point-Likert-scale ranging
from “very “dcaonngpel reotuesl Fygutb@/showk thesrastilts by product type.
It can be seen that the glue indeed was rated as more dangerous than the laugdny.dete
the glue 39% of the participants indicated the product to be \gaggerouswhile the share
for the laundry detergent is only 9%. The difference in danger ratings between the two
products is highly statistically significant (p<0.001).

Figure 37: Risk Perception of Use by Product (Status Quo Label)

100%

3%

4% 0% 304
12% 13%
80%
35%
60% 42%

40%

38%

20%

Laundry Detergent Glue

m\Very dangerous Somewhat dangerous
Neither dangerous nor harmless = Rather harmless
mCompletely harmless Don't know
Notes : The question was: “I'n general, how dangerous d

Number of observations: N=670 (LD), N=670 (G)
Source: ConPolicy analysis of the experimand survey data.

Subsequently, participants rating product use as very or somewhat dangerous were asked to
indicate theireasonsfor theirdanger perception Figure 38displays the replies by product.

It can be seen that for both products hlagard and precautionary statementson the label

were themost relevant reason for rating the product as dangerous (69% for both product
types). Similarly, thénazard pictogramswere rated aselevant information for indicating
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the products to be dangerous (56% for both product types). The ingredients contained in the
product were a reason for 37% of the participants, while only 17% and 10% named other
information and personal experience.

Figure 38: Reasons for Risk Perception by Product (Status Quo Label)

Because of the hazard pictograms | AR s

displayed on the label 58%

Because of the text on hazards or | R 55

precautions displayed on the label 71%
Because of my personal B
experience and use of the product 11%

Because of other information | [ 16%
have received/found 18%

Because | identified some of the _ 31%
ingredients to be harmful for my °

0,
health or the environment 40%

2%
Other IO%
. I 2%
Don't know 10
0% 20%  40%  60%  80%
ElLaundry Detergent Glue
Not es: The question was: “You indicated that you rate

(multiple answers)
Number of observations: N=313 (LD), N=543 (G)
Source: ConPolicy analysis of the experiment and survey data.

Hence, the results show thatder current regulation (Status Quo Label) consumers were
indeedable to interpret the provided informatiortorrectly and attached more risk to an
objectively riskier product. The result confirms findings from the comparative choice task (see
section on the first research question). Furthermore, consumers indicated thal&viaiAt
information contained on the labelsusas this perception.

Risk Perception of Wrong Application

The question on general risk perception of wrong application was elicited-poiath.ikert-

scale ranging from “very dREguoe39shavstherestltoby“ c o mp
product type. Again, consumers rated the wrong application of the products differently. For the

glue 44%indicated wrong use agry dangerouswhile the share fothelaundry detergent

was only 15%. The difference between product variants is statistically highly significant
(p<0.001).
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Figure 39: Risk Perception of Wrong Application by Product (Status Quo Label)

100%
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49—
7% 9%
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42%
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Laundry Detergent Glue

m\Very dangerous Somewhat dangerous
Neither dangerous nor harmless m Rather harmless

m Completely harmless Don't know

Notes: The questionwas$: I n genevr al , how dangerous do you rate th

when an accident occurs?”
Number of observations: N=670 (LD), N=670 (G)
Source: ConPolicy analysis of the experiment and survey data.

Hence, it can be concluded that labwjliinformation induces theorrect perception of
application dangersas well.

Risk Perception of Different Hazards

Lastly, a question on tiréesk perception of different specific hazardswas elicited. It focused
on risks attached to the product gettingpieyes or being inhaled or swallowed. Again-a 5

13

pointLi kert scale ranging from very dangerous’

Figure 40displays the results by hazard category and product. For all categories the glue was
on average rated as more dangerous (p<0.001). Furthermore, the rating of product getting into
eyes was comparatively large for both product types. Thisascordance wth the actual
information displayed on the labels i.e. a specific hazard statement is included on the
packaging. Dispersing the product into the water systems or the environments was rated more
threatening for the glue. Again, this is in accordance tighinformation contained on the
specific labels, i.e. specific hazard statement as well as a GHS pictogram included on the
packaging. The same applies to the products being used next to fire, where the glue received a
higher rating than the laundry deteng. Similarly, a reason for this difference might be the
actual hazard statements and GHS pictogram included on the packaging (the glue was
constructed to be flammable while the laundry detergent was not).
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Figure 40: Risk Percepon of Different Hazards by Product (Status Quo Label)

Laundry Detergent

If the product gotinto eyes

If the product got onto skin

If the product got onto surfaces

If the product gotinto the
water/sewage system

If the product was dispersed into
the environment

If the product was inhaled or
swallowed

If it was used next to open fire

Glue

If the product got into eyes

If the product got onto skin

If the product got onto surfaces
If the product gotinto the
water/sewage system

If the product was dispersed into
the environment

If the product was inhaled or
swallowed

If it was used next to open fire
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Notes: The qu
be:”

Don't know

estion was: “From your

Number of observations: N=670 (LD), N=670 (G)
Source: ConPolicy analysis of teeperiment and survey data.

Additionally, it may be concluded that consumers not oalyectly interpret the general risk
of products, but alsspecific risksthat may differ by product.

Behaviour Induced by Label Information

The second set of questiofscussed on the behaviours induced by label information. It
included questions on thmotivation to read and follow instructions, behaviour in case of

an accidentas well as onlosage behaviour

It must be noted that objectively there are no wrong answers for these questions. Nevertheless,
from a policy perspective reading the information on package is relevant to avoid adverse
effects or dose the product correctly, whereas the need to askexpés for help or consulting
external sources would be less desirable. Similarly, bringing the packaging to a doctor or
applying first aid measures in the case of an accident could be interpreted as positive, while the
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need to additionally consult a seamaigine would indicate that information on the packaging

is not sufficient.

Motivation to Read and Follow Instructions

Result s

regarding

b

consumer s

motivation t

Figure 41 The results show that ov80% of the participants (regardless of product) would
indeedread the labelandfollow the relevant instructions on dosage, use and precautions.
Trying to find further information only applies t037% of the participants and asking for
further help either from relatives or friends or the retaileoidy applicable tdl9% and 22%

respectively.

Figure 41: Motivation to Read and Follow Ingtctions by Product (Status Quo Label)

Laundry Detergent

Read the label 81%
Try to find further information 36% 54%
Ask a relative or friend for help 15% 74%
Ask a retailer for help 16% 75%
Return the product 14% 7%
Not use the product 12% 79%
Follow instructions for application 84%
and dosage
Follow |nstruct|ons on use, storage 81%
and disposal
Follow instructions to prevent
adverse effects 0%
Glue
Read the label 84%
Try to find further information 38% 50%
Ask a relative or friend for help 24% 65%
Ask a retailer for help 28% 62%
Return the product 16% 71%
Not use the product 21% 69%
Follow instructions for application 5
and dosage 8a%
Follow instructions on use, storage
and disposal B500
Follow instructions to prevent
adverse effects B2
0% 20% 40% 60%
Yes ®mNo Don't know
Not es : The question was:

Number of observations: N=670 (LD), N=670 (G)

Source: ConPolicy analysis of the experiment and survey data.
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In conclusion, results show that consumersnaotivated to apply appropriate stepsrelated

to labelling information. Especiallseading the labelandfollowing instructions appears to

be relevant whereas there is no indication that provided information was insufficient and
consumers would need furtheformation or help.

Behaviour in Case of an Accident

Results regarding consumers’ behhRiggre42dhe i n ¢ a
reailts show that consumers indeed would va#ling to take appropriate actions. The

majority indicated performing first aid measure, bringing the packaging to the doctor and
calling a doctor. In contrasgnly 11% indicated that they wouldeed to consult futher

sources i.e. via a search engine or the website of the manufacturer.

Figure 42. Behaviour in Case of an Accident Product (Status Quo Label)

I 49%
Call a doctor 5304

I 360

Call a poison centre 38%

i ; I 51%
Read label instructions 47%

Consult website of manufacturer - ﬁ%’

Bring packaging or picture of label |GGG 54%

to doctor 63%

i i I 72%
Perform first aid measures 75%

i Hl 10%
Consult the internet 11%

I 1%
Other 0%

| 0%

None of the above 1%

1 2%
All of the above 1%

B 3%

Don't know 39

0% 20% 40% 60% 80%

ElLaundry Detergent Glue

Notes: The question was: “I magi ne Thisncoulddbethat yowora oc c ur s
member of your household swallows the product or the
do? (Select all that apply)”

Number of observations: N=670 (LD), N=670 (G)

Source: ConPolicy analysis of the experimerd anrvey data

The results confirm previous findings and show that consumers wakéddhe appropriate
measuresin case of an accidents. Furthermore, the) not indicate aneed for further
information by consulting additional resources.
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Dosage Behaviour

As highlighted before, there 1s no “good?”
product. Nevertheless, dosage information following legislation considers several relevant
aspects such as the water hardness and degree of soiling that determptienleamount of

a product. Furthermore, tools such as a measuring cup or the product lid are helpful in order to
avoid overdosing. On the other hand, measuring from experience would only be appropriate
if a consumer uses a product that he/she usedebéind already considered relevant dosage
information).

Figure 43displays the results on dosage behaviour for the laundry detétdeegults show
thatindeedrelevant measuresvere claimed to btaken by at least 40% whereas onl25%
of the participants woulcely on their personal experienceof using such a product. Lastly,
only 1% of the participants indicated to takene of the presented actions

Figure 43: Dosage Behaviour for Laundry Detergent (Status Quo Label)
consider water hardness || |[GTcTcNENININGG >
Consider degree of soiling _ 49%
Consider the amount of laundry _ 50%
use measuring cup ||| NG o
use lid - |, 510
Measure from experience _ 25%
None of the above I 1%
All of the above . 4%
Don't know 3%

0% 20% 40% 60%

Notes: The question was: “I'magine you would [like to
tools would you use when dosing the product® e / ect all t hat apply) ”

Number of observations: N=670

Source: ConPolicy analysis of the experiment and survey data.

Again, results demonstrate that consumers whnllow relevant instructions included in the
dosage tableof a product. Therefore, both veathardness as well as degree of soiling would

be considered. Similarly, consumers indicated that they would measure the product by using a
tool instead of basing their decision on experience alone.

Conclusion

Taken the results on the third research question togathsumers are (subjectively) able to
interpret chemical labels under the current legislation/regulationsThey draw appropriate

34 Dosage behaviour was not elicited if a participant was assigned to the glue treatments.
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conclusions from the given information at display, i.e. the questionissk ratings uniformly

show that consumers attach more risk to an objectively riskier product. Furthermore, they are
able to interpret specific label elements on hazards and process them correctly. In addition, the
results show that Cl-Relevant label lements are the ones consumers base their perception on,
i.e. the GHS pictogram as well as hazard and precautionary statements. In the light of the
second research question on the importance of labelling elements, results are confirmative.
Hence, consumersot only rate CLP elements as important but also base their risk perception
on them.

Next to the interpretation of labels it is also important that labelling induces appropriate
behaviour. Hence, labelling should be constructed so that consumers tetigébemeasures

in case of an accident and it should be assured that no further information is lacking. The results
show that indeedonsumers would take appropriate measureanddo notindicate aneed

for further information or help . Additionally, consurars are motivated to read instructions

and consider dosage aspects as instructed. It must be noted that results are not based on actual
behaviour but rather setéported. Nevertheless, it is in the best interest of consumers to follow
instructions in ordeto promote safe use and prevent adverse effects that may arise from
chemical substances.

RQ 4: Does label simplification and the introduction of digital tools positively or
negativelyaf f ect consumer s’ understanding and per

The fourth research question aimed at investigating whether labels could be simplified. As
described in the methodology section based on desk research a third treatment was introduced
that was a simplification of the Status Quo Label. While most-&l&el information was
maintained, certain aspects were reduced and moved to a website that could be accessed via a
QR code. In the following, we refer to the third labeBasmplified Label with QR Code and
investigate how it performs compared to the No L&8asleline as well as the Status Quo Label.
Therefore, several questions on understanding as well as consumer perceptions are presented.

Objective Understanding

The first set of questions that aimed at investigating the performance of the differentdabellin
treatments regarded the objective understanding of label information. Therefore, participants
were asked to reply to threabjective questionson hazards precautions as well as
ingredients that applied to the products.

Figure 44displays the results for product hazarss% of the participants in th8implified

Label treatment of thdaundry detergent were able tacorrectly answer the question on
hazards. The share of correct answers in the Status Quo treatment was 54% and in the No Label
Baseline 8%. When comparing performance by treatment the difference between the
Simplified Label and No Label Baseline is highly statadtic significant (p<0.001).
Performance between the Simplified and Status Quo Label on the other hand is not (p=0.61).

The same pattern may be observed fogihe. In theSimplified Label treatmen®28% of the
participants answered the questamrectly, in the Status Quo Label treatment the share was
29% and for the No Label Baseline it was only 6%. Again, the difference between the
Simplified and Status Quo Label is not significant (p=0.79) while it is highly significant for the
Simplified Label and th&lo Label Baseline (p<0.001).

Figure 44: Objective Understanding of Product Hazards by Treatment
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Hazards (Percentage Correct)
60%

54% 55%
50%
40%
30% 29% 28%
20%
10% 8% 6%
0%
Status Quo Simplified No Label Status Quo Simplified No Label
Label Label (QR) Baseline Label Label (QR) Baseline
Laundry Deterge nt Glue
Not es : The n was: “Please select all statemen

questio
(Status Quo Label &Smp [ i fi ed Label (QR)) and “Thinking about a
statements that are wusually true about such a product
Number of observations: N=2,001 (LD), N=2,002 (G)
Source: ConPolicy analysis of the expgent and survey data.

Furthermore, data reveals ti&% of the participants assigned to tBienplified Label of the

laundry detergentzoomedin on the label. Of those who took a closer look 70% answered the
guestion on hazards correctly, while the shareorrect answers among those who did not
zoom was only 11%. The difference between the groups is statistically highly significant
(p<0.001). The same pattern emerges forglue. Overall,80% of the participants in the
Simplified Label treatmentzoomedin on the label. Among those who zoomed the share of
correct answers was 34%, while it was only 5% among those who did not take a closer look at
the label. Again, the difference is highly statistically significant (p<0.001).

Overall, participants in the @plified Label treatment of the laundry detergent spent on
average 78 seconds to answer the question on hazards. For those assigned to the glue the
average was 89 seconds. Furthermore, the data reveals that there exists a positive and
significant correlatin between time spent on the question and performance (0.43 for the
laundry detergent and 0.41 for the glue, both p<0.001).

Figure 45displays the restd for precautionary statements that apply to the products. As can
be seen on the leftaundry detergent), the share of participants wltorrectly answer the
guestion in theSimplified Label treatment wad5%. For the Status Quo Label it was 17%
and for he No Label Baseline 1%. The difference between the Simplified Label and the No
Label Baseline is highly statistically significant (p<0.001), while it is not when comparing the
Simplified and the Status Quo Label (p=0.31).

The same picture emerges whensidaring theglue (right side of the figure belowl1% in

the Simplified Label treatment answered the questaamrectly. The share for the Status Quo
Label was 12% and for the No Label Baseline it was 0%. The difference between the Simplified
Label and lhe No Label Baseline is again highly statistically significant (p<0.001), while it is
not when comparing the Simplified and Status Quo Label (p=0.61).

Figure 45: Objective Understanding of Precautions by Treatment
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Precautions (Percentage Correct)
60%

50%
40%
30%

9
20% 17% 15%

12% 11%
10%
1% 0%
0%

Status Quo Simplified No Label Status Quo Simplified No Label
Label Label (QR) Baseline Label Label (QR) Baseline
Laundry Deterge nt Glue
Notes: Theg u e s t i on was - “From your reading of the [label
apply)” (Status Quo Label & Simplified Label (QOR))
(Select all that apply)” (No Label Baseline).

Numter of observations: N=2,001 (LD), N=2,002 (G)
Source: ConPolicy analysis of the experiment and survey data.

With respect to taking a closer look at the Simplified Label (zooming) the following results
emerge: In th&implified Label treatment of théaundry detergent 64%of the participants
zoomedin on the label. Of those who zoomed 22% answered the question on precautionary
statements correctly, while the share of those who did not take a closer look was only 2%
(difference statistically significant, p<®D1). Similarly,68% in the Simplified Label treatment

of the glue zoomedin on the label. Among those participants who took a closer look 16%
answered the question correctly and among those who did not zoom the share was 1%
(difference statistically sigficant, p<0.001).

Furthermore, the time spent to answer the question was on average 53 seconds for the laundry
detergent and 69 seconds for the glue. The more time participants spent to answer the question,
the higher were chances of answering the questoorectly (correlation 0.37 for laundry
detergent and 0.31 for glue, both p<0.001).

Lastly, Figure 46displays the results for ingredients contained in the laundry detergent.
Participants in th&implified Label treatment answered the questamrectly in 36% of the

cases. The share of correct answers in the Status Quo Label treatment was 41% ad in the
Label Baseline it was 10%. Performance in the Simplified Label treatment was significantly
better than in the No Label Baseline (p<0.001). Similarly, performance in the Status Quo Label
treatment was weakly, significantly better than in the Simplifiatdl treatment (p=0.05).

Nevertheless, the effect size of the perforn
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Figure 46: Objective Unerstanding of Product Ingredients by Treatment

Ingredients
(Percentage Correct)
60%
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41%
40% 36%
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(Sel ect all tt hat apply)” (Status Quo Label & Simplif
detergents which ingredients are usually contained in such a product? (Select all thayapy ( No L a b e
Baseline).

Number of observations: N=2,001
Source: ConPolicy analysis of the experiment and survey data.

Information regarding the ingredients was not included on the actual packaging of the
Simplified Label but only could have been accessadhe QR code and the corresponding
website (popup to be shown on screen). Overé8% of the participantaccessed the website

with the ingredients list. Among those who accessed the website the share of answering the
guestion on ingredients correctivas 54% while it was only 4% for those who did not access
the website (p<0.001). Hence, consulting information enhances objective understanding by
consumers.

Furthermore, participants on average took 48 seconds to answer the question. Again, there
existsa positive and significant relationship between time spent to answer the question and
performance (0.38, p<0.001).

In conclusion, the data shows that tBemplified Label with a QR Codeperforms
significantly better than the No Label Baselingi.e. receiing relevant information induced
consumers to better understand safe use information compared to simply answering on
experience with chemical products. Furthermore,Stegus Quo Labeland theSimplified

Label perform equally with respect to hazards andepautions. Objective understanding of

the ingredients contained in the product waat least weakly significantly worse in the
Simplified Label treatment compared to the Status Quo Label, but the effect size was
negligible. An explanation for this calibe that ingredient information in the Simplified Label
treatment was moved to a separate website to be accessed Wecal®@opup on screen).
Accessingthis websitemight be causing additional efforton the side of the consumer and
hence, not takindhis further step on average negatively affects objective understanding.
Lastly, the data on actively consulting the label, i.e. zooming, confirms previous results. The
majority of participants were willing to take a closer lookat the label in the expergnt and

if they consultedthe label theiunderstanding wasalsobetter than when they did not consult

the label.
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Ability to Identify a Potetnally Hazardous Product

In addition to the questions on objective understanding;dhgparative choice taskcarried
out in the experiment may be taken as furt
labelling information. Participants were asked identify the potentially less harmful
product among two.

As described previously for th@undry detergent, theoriginal product was less harmful than

its twin. Figure 47displays the results by treatment. It can be observed that the majority of the
participantg62%) in theSimplified Label treatment were able tworrectly identify the less
harmful product. The share among participants in the Status Quo Label was 64% and in the No
Label Baseline it was 16%. When comparing the treatments with respect to casvestsaiit

can be found that the distribution of the Simplified Label and the No Label Baseline is highly
statistically different (p<0.001). The difference between the Simplified Label and Status Quo
Label, on the other hand, is not statistically signifidas0.46).

Figure 47: Comparative Chice Task Laundry Detergent by Treatment

Com parativ e Choice :
Laundry Detergent
100%

80% 36% 38%

56%

60%

40%
64% 62% 28%

20%
16%

0%

Status Quo Label Simplified Label (QR) No Label Baseline

Original Twin don't know

Not es: The question was: “Please take a [ ook at t he
information available here, which product less harmful, i.e. less hazardous for human health or the
environment ? “categorponly available/doo No Label Baseline.

Number of observations: N=4,003

Source: ConPolicy analysis of the experiment and survey data.

Furthermore, the data fromalcomparative choice task shows tAa%o of the participants
zoomedin on both labelsdisplayed on scree@1% consulted oneof the two labels an8%

did not zoom Among those who zoomed in on both labels 66% were able to correctly identify
the less harmiwyproduct. The share among those who only consulted one of the two labels was
55% and among those who zoomed in on none it was 47% (difference highly statistically
significant, p<0.001).

The comparative choice task for tjlee was designed such that thegmnal product was more
harmful than its twin. Hence, correctly interpreting labelling information would lead
participants to choose the twin produeigure 48displays the results by treatment. Again, the
majority of participants §9%) in the Simplified Label treatment were able to make the
correct choice. The share for the Status Quo Label is 68% and for the No Label Baseline it is
16%. When comparing the distribution of correct answers by treatment it can be found that the
Simplified Label treatment and the No Label Baseline are highly statigtiddferent
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(p<0.001). The difference between the Simplified Label and the Status Quo Label, on the other
hand, is not significant (p=0.77).

Figure 48 Comparative Choice Task Glue by Treatment
Com parativ e Choice :

Glue
100%
80%
68% 69% 66%
60%
40%
16%
20%
32% 31%
18%
0%
Status Quo Label Simplified Label (QR) No Label Baseline

Original Twin don't know

Notes: The ¢ ue akealookattheitwo.glues. Adkiaginioconsideration the information available
here, which product is l es s har mful, i . e. [ e s-s hazarc
category only available for No Label Baseline.

Number of observains: N=4,003

Source: ConPolicy analysis of the experiment and survey data.

With respect to zooming behaviour the data shows TH&b of the participants in the
Simplified Label treatmentconsulted both labels 25% consultedone of the two and%
consultechone Among those who consulted both labels, 70% answered the question correctly,
among those who zoomed on one of the two labels the share was 65% and among those who
did not zoom the share was 65% (differences not statistically significant, p=0.24).

In conclusion, the results from the comparative choice task confirm the findings from the
previous question on objective understanding. $imeplified Label performs significantly

better than the No Label Baseling i.e. having label information allows consumers to make
the correct choice. Similarly, th8implified Label and the Status Quo Label perform
equally well. Lastly, consumers were willing to consultthe label to gather relevant
information and zooming in ate label partially helped consumers to make a better choice.

Rating of understandability and ease to find

As presented in the section on the first research question, consumers rated the Status Quo Label
on average as rather or very easy to undersg&indlarly, the individual label elements such

as GHSpictograms, hazard and precautionary statements were on average rated as rather or
very easy to find on the packaging. In the following the rating of understandability and ease to
find of the SimplifiedLabel with QRcode is presented. Furthermore, the difference between

the two labelling variants is statistically analysed.

The question onnderstandabilitywa s rated on a scale from “ve:
“very difficult averagaratidgcoves hoth prdducts @rd all infoihtateon
elements was 2.00 for th8implified Label which corresponds with* r at he r easy

u n d e r s. The avdréige rating of the Status Quo Label was slightly better with 1.94 which
also correspondsaswitl Gmadehsetand?”. Al t hough
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Simplified and Status Quo Label is weakly statistically significant (p=0.04) the absolute
difference is rather negligible.

The guestion oease to findthe relevant label elements was rated omalse f or “very
find” (1) to “very difficult to find” (5). T
elements was 2.06 for tf&mplified Label which corresponds with r at her easy t o
The average of the Status Quo Label was slidigtyer with 2.00 which also corresponds with
“rather easy to find?”. Al 't hough the di ffer c
statistically significant (p=0.05), it again appears not very large.

As noted above, the Simplified Label was construstezh that the dosage tablepaick was

reduced and the full table was available on a separate website to be accessed via the QR code.
Furthermore, the list of ingredients was removed from the package label and moved to the QR
code website. Hence, the arsdyinvestigates the ease to find for those two label elements in

more detail and compares the ratings between the Status Quo and Simplified Label. The
average rating of the ease to find the dosage table was 1.70 for the Status Quo Label and 2.10
fortheS mpli fied Label, i.e. “rather easy to f
significant (p<0.001), the effect stairg is 1o
of the list of ingredients was on average 1.90 for the Status Qud &abe2.19 for the

Simplified Label. The difference is statistically significant (p<0.001), but again, the effect size

is only small (Cohen’s d = 0.32).

Hence, both the results from subjective understanding and ease to find relevant label elements
show tha the Simplified and the Status Quo Label are rated equally welby consumers.
Nevertheless, it must me noted that the rating questions are subjective aepatdid and

hence, the appreciation of the labels could be-tatexd by participants. Espedialbecause

the overall performance in the questions on objective understanding is poor. But both
subjective ratings and objective performance point in the same direction, i.e. the Status Quo
Label and the Simplified Label perform equally.

Conclusion

In conclusion, the results on the fourth research question show ti&intpéfied Label with

QR code performs significantly better thanthe No Label Baseline Hence, providing this
type of labelling information can inform consumers with respect to relevaasumes on safe
use. Additionally, th&implified Label performs equally well asthe Status Quo Labe] with
theexception of ingredients informationwhere the Status Quo Label performs slightly better.

An explanation for the later finding may be that teféort of receiving ingredients
information islarger for the Simplified Label, i.e. information is moved to a separate website

to be accessed via the €RRde. It must be noted that the experiment was only able to mimic
access behaviour, i.e. opening the Qile in the experiment was comparatively easy and
consumers could access the website as aupaprectly on screen. In reality consumers would
need to take their smartphone and scan the QR code in order to receive relevant information
which might requiremore effort. Furthermore, accessing the QR code is only possible for
consumers that own a smartphone and have access to mobile data.

Lastly, both labelsare alsosubjectively rated very positive i.e. with respect to subjective
understanding and ease itadf relevant labelling elements. The Status Quo Label under current
regulation is rated slightly better than the Simplified Label. Nevertheless, the difference is not
great and hence, both labels should be interpreted as equally good.
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RQ 5: Do consumers pefer information to remain on the physical label or to be
communicated via digital tools?

The fifth research question focusses on cC o
communicate CLP and Detergentselevant information. As the previous section
denonstrated, both the Status Quo Label under current regulation and the Simplified Label

with a QR code performed equally well with respect to objective understanding of hazards and
precautions. Although the understanding of ingredients and ratings of tsubjec
understandability and ease to find were slightly lower for the Simplified Label, the results are

not conclusive regarding whether analogue or digital labelling is preferred by consumers.

Hence, the final set of questions asked participants to indicatewillingness to consult
labelling information via different means. Furthermore, participants were askedahoose
between physical and digital communicationfor CLP- and Detergentselevant labelling
aspects.

Reading Behaviour

As a first step, participants were asked about their reading behaviour of chemical labels, i.e.
the point in time when they would usually read safety informatagure 49displays the
results. The most frequent answers Wil and 43%respectively indicated reading tlabel

before first use or before purchase33% said to read it when in doubt and 17% every use.
13% indicated to read it in case of awident and only 8% said not to read the label.

Figure 49: Reading Behaviour of Labels
Before purchase

43%

Before first use 44%

Every use _ 17%
When in doubt _ 33%
In an accident _ 13%
Usually do not read - 8%

Don't know 3%

0% 10% 20% 30% 40% 50%

Notes: The question was: “When do you wusuwually read th
asalaundry detergent@ / ue ? (Sel ect all that apply)”

Number of observations: N=4,003

Source: ConPolicy analysis of the experiment and survey data.

Hence, the point in time when consumers usually consult labelling information is aither
purchase(before buying the produaby before using the productat home. Hence, the means

of communicating relevant information on safe use, ingredients and dosage should be tailored

to these situations. The share of consulting the label in case of an accident was comparatively
low which mightb ¢ because not too many consumers “u
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chemical products. When looking at the results from the third research question, it can be seen
that consulting the label in case of an accident is indeed a relevant measure to prersat a
effects.

Information Channels

The second question focusses on gremeral willingness to consultchemical labelshy
different analogue and digital meansTherefore, participants were asked to indicate whether
they would actively consult label ingttions and safe use information via the package label,
different types of websites as well as digital tools such as@Rs or smartphone apps.

Figure 50displays the results by information channel. Vast majority of participantg75%)

indicated that they wouldonsultlabelling informatiorvia the physical packagingAll other

means were less popular. 18% chose the manuf
or barcodes, 11% an online store website and 6%-atoie scanning station or smartphone

app. The percentage of consumers who are willimgphsult & least one digital toolis 35%.3°

Figure 50: Willingness to Consult Labelling Information via different Information Channels

Package [N 757
Manufacturer's website | 15%
Online store website [ 11%
In-store scanning station [l 6%
Digital tools (QR-/barcode) [ 13%
Smartphone app [l 6%
Other 0%
None of the above [l 7%
Don't know 4%
0% 20% 40% 60% 80%
Not es : The question was: “When purchasing oglueusing a
would you actively consult use instructions, information on hazards or precautions via any of the following means:
(Sel ect al l t hat apply)

Number of observations: N=4,003
Source: ConPolicy analysis of the experiment and survey data.

In conclusion, the results are a first indication that physical labelling is the preferred option.
The vastmajority indicated to be willing to consult informationa the packaging of the
product. Nevertheless, it must also be noted dpatox. one third of the consumers aia

least willing to consider digital means

Preference for Communicating Label Elements (analogue versus digital)

Following the previous results on the general willingness to consult labelling information via
different means, the ssbquent question asked participants to indicate thrference

35 The binary variable groups those consumers who selected either theamanufir er °s websit e,
website, instore scanning station, digital tools (QFbarcode), smartphone app or a combination of the digital
tools versus those who did not select any digital tool.
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between physical and digital labellingfor different CLRrelated information elements such
as hazard pictograms, ingredients, and instructions for safe use.

Figure 51shows that for all types of labelling elements thajority of over 80% prefers
physical labelling over digital tools

Figure 51: Preference foCommunicating Label Elements (analogue versus digital)

5%

Instructions for use 92% I 3%
7%
Dosage recommendations 89% . 3%
List of ingredients 81% 6%
Information relevant in case of 0 0
intoxication 2 12% el
7%
Hazard pictogram 88% . 5%
7%
Signal word 89% . 5%
Statements on products hazards 80% 15% Q)
Statements on precautions 82% 5%
Statements to prevent adverse o o
of fects 83% 12% [sEd)

0% 20% 40% 60% 80% 100%

On-Package mDigital Tool Don't know

Not es: The question was: “Thinking of a product | abe

glue, how would you like to receive the following product information: You can eitherectmbsave it on the
package label or to access it through / by using a digital tool such as websitenid@Ror apps. Please select
one answer per row’”

Number of observations: N=4,003

Source: ConPolicy analysis of the experiment and survey data

Furthernore, the question was repeated for ingredients contained in detergent products.
Participants again were asked to choose among physical or digital labelling for a list of specific
laundry detergent ingredients. Again, the results confirm previous findiegBigure 53. For

all different types of specific ingredients potentially contained in detergappsox. 80%
preferred the physical label overdigital means

Figure 52 Preference for Communicating Ingredient Information (analogue versus digital)
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Surfactants 7% 8%

Enzymes 76% 8%
Perfumes 83% AN 6%
Allergens 84% 10% (R4
Preservatives 79% %
0% 20% 40% 60% 80% 100%
On-Package mDigital Tool Don't know
Notes: The question was: “Thinking of a product [ abel
receivethe nf or mati on on certain / some of the ingredients

Number of observations: N=4,003
Source: ConPolicy analysis of the experiment and survey data.

The findings show that the preferences of consumers are clear. When having the choice
between either analogue or digital means, #malogue communication was strictly
preferred. This holds true for all CLfand Detergentelevant labelling elements.

Furthermore, the preference for analogue versus digital labelling was analysed with respect to
two sociedemographic aspects, i.e. age and digital readiness. The preference in favour of
digital labelling is negatively correlated with age0.8, p<0.001). Nevéreless, the
correlation is rather low. Furthermore, the preference for digital labelling is positively
correlated with digital readiness (0.25, p<0.001), hence, again rather low.

Conclusion

The results on the fifth research question on the preferenagdretphysical and digital
labelling can be summarised as follows: Firstly, the survey data shows that consumers usually
read labelling information either before first use or before purchaseTherefore, all means

of communicatiorshould be accessibla both situations, i.e. not only when consumers are at
home but also when they are in the shop deciding upon a product. When considering digital
tools, it is therefore relevant that consumers either have a personal device to access information
or the retailer ppvides an accessible way to gather information.

Overall,approximately a third of consumers is open to consult labelling information via

digital tools such as websites, scanning stations or their phone. It must be noted that especially
in-store scanningtations as well as specific smartphone apps for labelling information are
currently rather uncommon. Hence, consumers do not have experience with using such tools,
but their general openness shows that at least some would consider them.

Nevertheless, theesults demonstrate that when consumers would need to decide between
either physical labelling on the packaging or digital tools, their preferences are clear. The
majority prefers physical over digital labelling when it comes to relevant CLRand

Detergenta n f or mat i on . A potential explanation ¢«
readiness. Nevertheless, the analysis onlicatds the effects to be small.
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Assumptions for the estimation of economic impacts

The EU Standard Cost Model has served as thes lfar estimating administrative costs to
industry and public authorities. It estimates the costs of reporting as:

Administrative cost = X P x Q
P (Price) = Tariff x Time
Q (Quantity) = Number of businesses x Frequency

In relation to the reportingequired under the policy options considered here, the costs elements
are:

1 Tariff = hour salary for staff
1 Time = hours to perform the activjty
1 Frequency annual expectation for activity

1 Number of businesses = number of dhttders that have to clasgifiabel, use suitable
packaging and/or notify to poison centres

The tariff used in all subsequent calculations is 40 EUR/hour, as reported in the Fitness Check
(EC, 2019e¢) as the hourly rate for a professional. The administrative costs have beerdalculat
according to the costs accrued by the companies individually where possible. If the total
number of companies affected is not knotine total cost across all companies is shown. The
activities can comprise of oradf and recurrent costs. The en# costs relate to the initial
adjustment to a new requirement, such as th¢c(assification of substances to consider the

new hazard classes. The recurrent costs encompass the repeated requirements to update, e.g.
CLI notifications.When it comes taosts br administration, including ECHA, a fdiime
equivalentwas used. The cost of such an FTE, including 19% of-bgad costs is equal to

€1 7 0 pedyedr.

Where possible and accurate to do so the impacts have been assessed quantitatively, otherwise
a quditative approach has been taken. The impacts have been categorised according to their
direction (Positive (+JNeutral (oJNegative {)), their causationDirect/Indirec) and heir
frequency(One offRecurrent

Where appropriate, separate consideration has been given to SMEs compared to larger
companies. In this respect, efforts were made to ensure SME views are represented, for
example, through discussions with relevant European associations (SMEunited, GhdEF) a
separate analysis of cost information provided by SMEs where relevant.
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Annex 5- The CLP Regulation and other Pieces of
Chemical Legislation

THE CLP REGULATION
Introduction

The CLP is a legal instrument that provides for obligations on-lloiyersto classify, label

and package substances and mixtures, and in some cases pertains to articles. However, not all
duty-holders have the same obligations. Downstream users e.g. can use the labelling
information from their supplier provided they do not clatige composition of the substance

or mixture that had been supplied to them. Notification to Poison Centres is required only from
importers and downstream users of mixtures.

CLP | REACH and downstream

regulations
<::| |::> Reference
value

Hazard Characterisation

Risk
Communication h

What effects happen ’
.. at what doses? .
Hazard Identification - ? Risk Assessment

Exposure
level

What is the probability of a health or
environmental effect in the exposed
population of environment?

What are the potential health or
environmental effects of the
chemiecal?

Exposure Assessment

Whal are exposure levels in the
population or of the environment?

Figure 53: Breaking down the riskssessement afhzard communicatiorelated pars.

Hazard identification, evaluation and classification

The first step to determine whether a substance or a mixture is hazardous is to identify and
evaluate, based on available data, whether they correspond to thBcelassicriteria as

provided for in Annex | of CLP. In that Annex, each of the hazard classes (e.g. carcinogenicity,
chronic aquatic toxicity) is described with the criteria to be fulfilled and the type of evidence

to be provided, as well as, the categi@s within each hazard classhe latter reflects the
‘severity’ of a hazard (e. g. carcinogenic 1/
such evaluation needs to weigh different pi
e vi d e n caeh) andipbmsedon expert judgment. Once the evaluation is performed and it

is concluded that a substance or mixture fulfils the criteria of one or more hazard
classes/categories, the dlityo ] der has to ‘“classify’ its sub
that such classification is warranted only for a particular endpoint (e.g. the inhalation route
onl y) . Classification of-clsasbssitfainccactsi omma’y obre ¢
classification’ . The l atter  assificapon has ibéeh e an
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harmonised, which in practice means that an entry exists in Table 3 of Part 3 of VI to CLP.
That table 1s regularly updated via the ° Ada
are 1in the form of ulCotmmdarmss’i.onTHhes e ghe gudl aRteigc
on which ECHA has delivered an Opinion and which it transmits to the Commission for
decisionmaking, in accordance with the procedure in Article 37 of CLP.

Hazard communication
Labelling

Once a substance mixture has been classified, such classification information needs to be
communicated so that each actor in the supply chain is aware of the potential hazards of the
substance or mixture. That communication is usually performed via the label, whiayslispl
hazard pictograms as well as hazard statements and precautionary statements. More detailed
information is provided in the Safety Data Sheets, developed according to the REACH
provisions (in particular Article 31 and Annex Il to REACH). In case of harseol
classification, most of the labelling elements pertaining to the hazards will also be harmonised
and hence duty holders have no choice but applying the labelling information corresponding to
each respective substance included in Table 3 of ParA8ra#x VI. In case no harmonised
classification exists which is the case for mixtures and most of the substaritesll be up

to the duty holder to check the labelling information triggered by its classification decision.

Notification to the classifidéon and labelling inventory

CLP also provides for the obligation for manufacturers, importers and downstream users to
notify certain information to ECHA, which will feed into the CLI (database). The inventory

was set up with the view to ensure a harmahlsgel of protection for the general public (in

particular persons who come into contact with certain substances) and to ensure proper
functioning of legislation relying on classification and labelling. Notifiers need to update their
notifications in casef changed classifications and they are required to make every effort to
come to an ‘agreed entry’, meaning a classif
- which does not prevent that in certain cases divergent classifications may betljbstifause

e.g. the presence of an impurity.

Notifications to poison centres

Another aim CLP pursues is to ensure that information on mixtures is available in case of
poisoning accidents. Poison centres will collect the information that is notiftadrtg which

will enable them to give the most appropriate advice to carers in emergency situations.
Importers and downstream users need to communicate the composition of their mixture which

wi |1 feed into the poison cienaltdatabase or theaEUa b a s e
database managed by ECHA).

Packaging

CLP contains a number of packaging provisions, to ensure that the packaging of hazardous
substances and mixtures is sufficiently resistant under normal conditions of use. A few generic
provisions are included in the main text of CLP, which refers to more specific provisions which
apply depending on the type of hazards or product (e.g. packaging of substances and mixtures
containing 3% or more of methanol will require a child resistant fastening)
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The United Nations’ Gl ob@HS)y Har moni sed Syst

The CLP is based on the UBHS classification and labelling system and is implementing it.

The aim is to have globally harmonised classification and labelling rules, in order to allow for
classification and labelling of the same substances and mixtures in the same way at global (UN)
level. It needs to be noted that the \BWS is a system that operates through the so called
‘“building block approach’, me aartsaithe UNGHSEt Me mb
rules or follow a stepwise approach. It also needs to be noted that H&HSNarmonises

rules and c¢criteria but there are no “UN wid
classification process is performed by each membévithehlly and endeavours to come to a
‘global list’” have not been very successful

MAPPING LINKAGE FROM CLP TO OTHER PIECES OF CHEMICALS LEGISLATIO N
Data generation

Chemical risk assessment involves the analysis of the inherent hazardous propeaties
substance or a mixture and the extent of exposure to that substance or mixture. The human
health and environmental risks related to exposure to hazardous chemicals are addressed via
the hazard and risk assessment procedures and requirementsrsét@ulfferent key pieces

of the EU chemicals legislation such as the CLP, the Plant Protection Products and Biocidal
Products Regulations, etéo be noted that, while additional information requirements in
REACH could lead to additional animal testitigere is no data requirement under CLP with
regards animal testing. The decision to classify a substance or a mixture is exclusively based
on existing available information.

« Horizontal: REACH (Registration + Evaluation)
- Sectorial: Pesticides, Biocides

. Horizontal: GPSD/GPSR, DSA
* Horizontal:
= Sectorial: Pesticide, Biocides, Cosmetics. ..

« Horizontal:
+ Sectorial: REACH, pesticides, biocides

* Horizontal: REACH (Restrictions + Authorisations)

« Sectorial: Pesticide, Biocides, Cosmetics, Toys, Water,
Waste, Industrial emissions, Worker protection, Eco-design,
Food contact materials, Industrial accidents

Figure 53: Interaction between CLP and other piecddegislation {rom figure 1 in the SWD)

Regulations using hazard identification flom CLP
The main steps of a chemical risk assessment involve:

hazard identification (based on toxicity tests and other relevant information);

dose (concentration)response (effect) assessment;

exposure assessmenéxposure scenarios (based on models and measurements of the
occurrence of the chemical);
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risk characterisation; and
risk estimation.

Risk management measurewhich can be policypased and/arechnical in nature are then
decided in light of the identified hazards and/or risks. Risk management measures can range
from (and involve a mix of) a total ban to any condition to the manufacture, use or placing on
the market of chemicals (such as sgftemission/concentration/migration limits, obligations

to communicate hazards and risks, labelling requirements, obligations to use personal
protection equipment, etc.).

Regulations using hazard identification from CLP

There are two basic approaches &k rmanagement often used in combination, in the EU
chemicals acquis: one based on specific risk assessment (SRA) and the other one based on
generic risk considerations (GRC).

The main difference between these two approaches is the point in time whempakarex
assessment is considered and the specificity of the exposure assessment. For risk management
based on GRC, the potential exposures and risks are considered generically, prior to the
adoption of legislation. The GRKRased approach is built into theglslation in the form of an
automatic trigger of preletermined risk management measures (e.g. packaging requirement,
communication requirement, restrictions, bans, etc.) based on the hazardous properties of the
chemical, without the need or possibility assess and take into account specific exposure
levels for a specific situation or use. For example, under the Cosmetic Products Regulation any
substance classified as carcinogenic, mutagenic or toxic for reproduction (CMR) categories
1A/B and 2, shall bbanned from use in cosmetics (subject to strict derogations), given the fact
that direct exposure of humans is taking place through the application of a cosmetic product on
the external parts of the human body (or teeth or mucous membranes of theityalQiavlar
approaches have been taken for active ingredients in plant protection products and biocides,
for substances in toys, etc.

The decision to link particular hazard properties (e.g. CMR, persistent bioaatiwe@nd

toxic substances (PB,Tendcrine disruptors (EDs)) to automatic risk management measures
without the intervening step of a specific risk assessment is done on the basis of generic risk
consideration without prejudice to performing also a full risk assessment for the other
properties of the substances which are not linked to the related hazard properties. In the
legislation evaluated in this Fitness Check, the generic risk consideration approach is typically
applied for the following use applications and the following substances:

Use applications:

when there is a need to obtain and pass on information to enable
[further/specific] risk assessment or risk management (e.g. labelling odtigati
under CLP, labelling requirements and use instructions under the Plant
Protection Productsnd the Biocidal Products Regulations).

for use in widely dispersive or open applications which result in a significant
exposure of humans or the environment (e.g. plant protection products).

for use in applications where the exposure is considered tmteedifficult to
control and monitor (e.g. plant protection products).

for use in applications resulting in exposure of vulnerable groups (e.g. children).
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for use to prioritise the risk assessment of certain chemicals and under certain conditions (e.g.
food contact materigls

Substances:

for substances with hazard properties that result in severe adverse effects on
human health or the environment showpasures occur (e.g. CMR, PBEDS,
chemicals with Single Target Organ Toxicity (STOT) propertiasjt
for substances where it is difficult/impossible to identify a safe threshold and, therefore, where
most specific risk assessments are likely to identify risks that lead to a needkfor ris
management measures (e.g. PBT, vReBpiratory sensitisers).

The Commission Staff Working document on Eimess Check of the most relevant chemicals
legislation (excludindREACH)*® contains an Annex (Annex 4) that provides a summary of
legislation of hazard/risk assessment chemicals legislation that distinguished between
legislation that relies or not on the hazard assessment according to CLP.

36 COMMISSION STAFF WORKING DOCUMENT FITNESS I@HEQH mflevant chemicals legislation

(excluding REACH), as well as related aspects of legislation applied to downstream industries Accompanying
the document REPORT FROM THE COMMISSION TO THE EUROPEAN PARLIAMENT, THE COUNCIL, THE
EUROPEAN ECONOMIC ANDACGEDMMITTEE AND THE COMMITTEE OF THE REGIONS Findings of the
Fitness Check of the most relevant chemicals legislation (excluding REACH) and identified challenges, gaps and
weaknesses, p 16478, https://ec.europa.eu/info/sites/default/files/swd_2019 0196n.pdf .
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Annex 6— Summary of the findings of the Fithess
Check on Chemical Regulations (except REACH)

This annex sums up the findings of the Fithess Check performed on the most relevant pieces
of chemical legislation (excluding REACH). Only CltB®levant findings are reported below

The development of EU legislation on chemicals started with the adopttbe &fangerous
Substance®irective in 1967, followed by the Dangerous Preparations Directive in 1988,
which were the forerunners of the CLP harmonizing the criteria for cleegsoin, labelling and
packaging of substances and mixtures. The CLP identifies hazardous chemicals and provides
criteria how to classify those chemicals (either via -sk§sification or harmonised
classification). Based on the classification, the CLPvides rules on their labelling and
packaging.

The Commission decided to undertake this Fitness Check to see what elements of the European
chemicals acquis work well and what needs to be improved, both in terms of meeting the policy
objectives and in tersof reducing regulatory burden. An assessment of the CLP framework

is part of that Fitness Check.

Overall, the Fitness Check concludes that EU Chemicals legislation, including CLP, meets its
objectives in terms of hazard assessment and management.

The linkages between the different pieces of EU chemicals legislation are generally well
established and functioning reasonably well. The EU legal framework on chemicals is
generally designed to make scienaad evidencdased decisions. The approach\afidt to
deliver in an effective, efficient and coherent way. The added value of policy action at the EU
level is high and remains relevant. Significant benefits in terms of avoided health and
environmental impacts (e.g. healthcare costs, productivitedossuffering and premature
deaths, remediation costs, and degradation of environmental/staon services) could be
registeredAlso quality and the availability of data needed to perform robust risk assessments
and to make sound risk management decsshas improved considerably in recent years.

Remaining challenges, gaps and weaknesses identified by the Fitness-@hdaklevant for
CLP - are the following:

Implementation and enforcement

The correct functioning of the EU chemicals legislatioiesgheavily on the availability of the
resources of public authorities in charge of its implementation and enforcement but variations
between the capacity, available resources and expertise of Member Statgsetent
authoritiegpresensignificant challages for implementation and enforcementtaride s y s t e ms
overall effectiveness and efficiency.

Resource constraints at national level affect the capacity to carry out different enforcement
activities, such as inspections and other controls including maukeeillance activities or
reporting. There is also a considerable lack of information on the level of compliance with the
existing EU chemicals legislation, particularly with respect to consumer products.
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Duplication, burdens and pace of procedures

Scientific advice and risk assessment are provided to the Commission by different agencies
and scientific committees depending on their areas of intervention and their competencies.
Ensuring good and effective cooperation among the EU agencies and thd priesedure
governing the functioning of the existing committees is a randtcould be improved he
substancdy-substance approach could be improved as well, especially in view of assessing
chemicals with similar hazard, risk or function as a group eerholistic approach should be
considered

Communication of hazard and safety information:

A survey found that 45% of correspondents feel well informed about the potential dangers of
chemicals contained in products. The relatively low level of understgrafi certain labels

and statements is partly due to the overload of information or to the overlaps in legal
requirements. This makes it difficult for downstream users and consumers to focus on the
essential hazard information. At the same time, the lddome information on consumer
goods (labelling requirements on environmental hazards for cosmetic products) impacts the

consumers’ ability tThe comnmuricationnof bazandcadd safétyo i ¢ ¢ s
information to consumers can thus be improved angblgied, including by using digital
technologies suchas-R c ode s . Al so ECHA’s <c¢lassificatio

could be improved so as to reduce the number of different entries for the same substance.
Consistency of risk management measuse

A potential important gap is the lack of an overarching approach to the protection of vulnerable
groups. Reference to vulnerable groups is not systematic across the legislation and risks to
these groups are not always addressed ionaistent manner across produdk, or sector
specific legislation.

Due todifferent risk management decisions of various legislations, inconsistencies exist for
substances that are endocrine disruptors, persisteracbimulative, toxic, very persent

and very bieaccumulative and fulfil the classification criteria for specific target organ toxicity.
The potential added value of introducing new hazard classes in the CLP Regulation (e.g.
terrestrial toxicity, neurotoxicity, immunotoxicity, endocringlisruption, persistent
bioaccumulative and toxic, very persistent very bioaccumulative) could be explored.

Risk assessment, knowledge gaps and challenges in keeping up with science

The proper functioning of the EU chemicals legislation and its capacigspond to future
challenges depends on the ability of the EU and Member States to make their decisions based
on robust andelevant upto-date data. Important knowledge gaps remain regarding exposure

to hazardous chemicals, their use and their impadtsiorans and the environment, including

on biodiversity and ecosystems’ 7resilience.

Moreover, there are still barriers to the use and acceptance of @terfroranimal) test
methods for regulatory purposes, partially linked to gaps in the availabpiidstines.

Lack of knowledge about substances in articles is increasingly concerning as the EU is in the
process of shifting towards a more circular econothgrefore, a lifecycle assessment is
needed and information on recyclability.
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Global competitiveness, innovation and sustainability

Globalisation, a strong growth in the production of chemicals in other parts of the world and
rapid technological change are the main challenges for the EU chemicals industry. Significant
efforts will be needed by ailhterested parties at all levels and most importantly by industry
itself to maintain and reinfordeurope's industrial leadership (main assets of the EU chemicals
industry are a high level of technological development, a skilled and talented workfor@e and
world-class science base).

The internal market is another asset that the EU and Member States authorities as well as the
EU industry can build upon such as dadigation, IT tools and other smart technologies. Smart
technologies offer better communiicem of chemical hazard and safety information to
consumers and digitalisation means potential burden reduction for SMEs.

Additional support to the development of smart, innovative, and sustainable chemidals and
encour age ‘ gr e e n critichletan ensurer sustainabilityl 4s wélleas the
competitiveness of the EU chemicals industry for the future.
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Annex 7— Baseline, discarded measures and
assessmendf policy measures

1 BASELINE

The baseline has been defined to allow for the assessifrtbiBtenvironmental, economic and
social impacts of the policy options considered. It includes a brief description of the wider
socioeconomic context, the evolution of the macroaggregates of the EU chemical industry and
the assumptions on the continuatmithe existing legal framework and scope. The latter is
described in more detail by the seven intervention areas.

Box 1- Choice of the appraisal period

The 20232042 period (20 years) is considered adequate for the projections ung
baseline scenariand the impact assessment of the proposed options. Its length ha
decided in consideration of the expected tgpan for the realisation of impacts: the pol
options considered are expected to entailaffieand recurring costs for businesses

Member State competent authorities. It is important to stress that even b oosts are
expected to be borne gradually over a number of years rather than all in year ¢
example, the costs of classifying and labelling chemical substances atufesiag
endocrine disruptors depend on a number of factors:

The introduction of information requirements on endocrine disruption in REACH,;

The generation of data by REACH registrants through the required testing: some of t
require two to three yeato generate results;

The quality of the data generated and the follgnactivities by ECHA and Member Stg
competent authorities to fill data gaps and improve the overall information quality.

Also the benefits and cost savings of the policy optionssidered are expected to

obtained over a number of years: while some of the cost savings may be generated r
shortly after the implementation of the measures (e.g. benefits accruing fro
improvements to the CLI, changes in the labelling ieguents), human health ar
environmental benefits of the introduction of new hazard classes to CLP may be o
only in the long term. To account for the long latency of some of the relevant

outcomes, a sensitivity analysis was performed, cenisigl a longer discounting period (4
years).

Finally, the 20year period is also consistent with the period considered by Ricardo (2

Context
1.1.1 Socioeconomic context

The shorterm economic outlook for the EU is positive, as the economgbisunding from
the crisis onset by the COVID9 pandemic¢c faster than expect.
recovering but supply’s growth 1s hindered b
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shortages in the production of key raw materials andapiocessors, and surging energy
prices’. The OECD longerm projections forecast the GDP of the Euro Area (17 countries) to
pass from USE»1513.97 billion (EURo1512.59 billion) in 2020 to USE3:1518.65 hillion
(EUR201516.81 billion) in 2040 (33.5% growt§

The EU27’s population i1is projected to increa
million in 2026, then gradually decrease to 446.8 million in 204Both the size and the

proportion of older persons in the total population are expectedreas®, with the share of

elderly persons (65 years and over) projected to grow from 21% in 2020 to 27% 4 2040
Increasing demographic imbalance¥®, such as the ageing population, pose challenges for

public expenditure in relation to pensions, health eacklongterm care costs.

Accelerating technological change and hyperconnectivitis also expected to have a strong
influence on all aspects of human life in the next decades. The fifth generation of mobile
connectivity (5G), edge computing, neggénerabn batteries, precision sensors and quantum
computing are expected to enable innovation, in particular towards human augm&g&yion
2020). This includes empowering consumers through enhanced deuskimg thanks to, for
example, easier, faster anara tailored information. New disruptive technologies challenge
existing regulations but may also enable new regulatory approaches.

Climate change and environmental degradations affecting human activities at multiple
level s: e c os ys tecnasing theie abilityatd pravideote services én which
human life depend on, such as food, availability of clean water, absorption and retention of
carbon dioxide, clean air and shelter. Climate change is likely to amplify othetelong
driving forces such asignificant migration andsocial inequalities

The expanding influence of countries in the East and Soutbf the world, fuelled by their
young populations and growing living standards, is driving the global economy to increased
protectionism, whib may result in trade and investment flows becoming more regional. The

87 Autumn 2021 Economic Forecast: From recovery to expansion, amid headwind, available at:
https://ec.europa.eu/info/businessonomyeuro/economiperformanceandforecasts/economic
forecasts/autum@021-economieforecastrecoveryexpansioramid-headwinds_en

38 GDPVD, Gross Domestic Product, volume in USD, at constant 2015 purchasing power [Botigs:
https://www.oecédlibrary.org/economics/data/oe@tonomieoutlook-statisticsandprojections/longterm:
baselineprojectionsno-109-edition2021_cbdb49e&n

2015 Exchange rate 1 USDD.9015 EURSourcehttps://www.exchangerates.org.uk/USHDR-spotexchange
rateshistory-2015.html

39 https://ec.europa.eu/eurostat/databrowser/view/proj_19np/default/table?lang=en

40 https://ec.europa.eu/eurostat/statisézplained/index.php?title=People_in_the EU__
_population_projections&oldid=497115

41 https://ec.europa.eu/eurostat/databrowser/view/proj_19np/default/table?lang=en

42 One of the 14 global megatrends* 1 etarng global driving forces that are obsahle in the present and are
likely to continue to have a— monipredbftheEumpeaniCantmissionn c e f «
and regularly used in foresight exercises. The other 13 are: accelerating technological change and
hyperconnectivityaggravating resource scarcity, changing nature of work, changing security paradigm, climate
change and environmental degradation, continuing urbanisation, diversification of education and learning,
widening inequalities, expanding influence of East andtf§agrowing consumption, increasing demographic
imbalances, increasing influence of new governing systems, increasing significant migration, shifting health
challengesSource:https://knowledge4policy.ec.europa.eu/foresight/tool/megatrbntls en

43 GartnerHuman Augmentation ¢ Cogni ti ve and physipatti mPprohe mkbnmsn.
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https://ec.europa.eu/info/business-economy-euro/economic-performance-and-forecasts/economic-forecasts/autumn-2021-economic-forecast-recovery-expansion-amid-headwinds_en
https://ec.europa.eu/info/business-economy-euro/economic-performance-and-forecasts/economic-forecasts/autumn-2021-economic-forecast-recovery-expansion-amid-headwinds_en
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pandemic has also exposed the fragility of the global supply chains, which is encouraging
companies— but also governments- to explore more resilient systems.

1.1.2 The chemicaindustry

The EU27 chemical manufacturing industry accounts for approximately 7% of the total EU
industrial production (EC, 2019e). In 2020, chemical production dropped by 1.9% compared

to 2019 levels, but it is expected to bounce back in 2021 (expecethgof 3%) and 2022

(2% growth). The longerm response of the industry to the economic impacts of the COVID

19 pandemic remains uncertdiiCh e mi cal sales accounted for ¢
8. 1% (€44 Dbillion). Th eetddécrende ffrom 19.3% in 20100 a 1 s
14.4% in 2020, and projected to be 10.5% in 2030), but the global chemicals market is expected

to keep growing markedly (from €3.5 trillior
absolute growth of EU saleslt ween 2020 and 2030 of around
€651 billion). The industry spent 9.4 billi

Table 9provides an owwiew of the main economic aggregates (turnover, value added at factor
cost, number of enterprises and number of persons employed) of the chemical sector
(manufacturers, formulators and distributd¥®&around 57,000 companies contributing roughly

t o € iflidh 9 Ghoss Added Value and employing over 1.6 million people. Chemicals are
used in all aspects of modern life, and virtually all manufacturing sectors and many downstream
sectors rely on chemical products, from agriculture to automotive and aeroBpadedustry
generates over 3.6 million indirect jofys.

Table 9: Forecast of main aggregates for C20 Manufacture of chemicals and chemical products; ¢
Agerts involved in the sale of fuels, ores, metals and industrial chemicals; G46.75 Wholesale of ¢

products

2018

C20 Manufacture of chemicals and chemical products

2020

203

2042

Enterprises number 27,986 28,168 31,469 34,221
Turnover orgrosspremiums writterr million euro 600,000 588,578 | 735051 857,111
Value added at factor cosmillion euro 130,000* 146,077 | 221,768 284343
Persons employednumber 1,200,000 | 1,147,873| 1,288314 | 1,405,349

chemical products

G46.12 Agents involved in the sale dfiels, ores, metals and industrial chemical

s & G46.75 Wholesale ¢

Enterprises number 43,413 41,337 30,591 21,636
Turnover or gross premiums writtemnillion euro 198,268 200,906 | 205,727 209,744
Value added at factor cosmillion euro 20,381 22,763 31,003 37,869
Persons employednumber 248,356 247,995 | 265,618 | 280,303

Source: Eurostat Annual detailed enterprise statistics for industry (NACE RexE)2; B018 data
Notes: *2017 data; cells in light blue are linear forecasts baseBunostat 20112018 values

SMEs account for 96.7% of the number of enterprises in the chemical manufacturing sector

and 16.1% of the total turnover (Eurostat data).

44 CEFIC,Facts and Figures of the European Chemical Indu@g2.

45 See CEFIC above.

461t should be noted that many other companies categorised by Eurostat with other NACE codes may have CLP
words,
therefore

ot her
and

duties. In
and plastic producs °’

t here

and package chemical products according to CLP requirements.
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https://cefic.org/a-pillar-of-the-european-economy/facts-and-figures-of-the-european-chemical-industry/our-contribution-to-eu-industry/
https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1566802607995&uri=CELEX:52019SC0199R(01)

Baseline by mwlicy area

The bas el-poticy-¢c haonrge“noscenario Iimpiemantations and h e ro
enforcement of the existing legislation. The following subsections describe the key
assumptions on the policies and measures contained in the baseline. These are presented by the
seven intervention areas identified for the revisiorhef€LP Regulation:

Area 1: Hazard identificatign
Area 2: Toxicity reference values and harmonised classification and labelling
Area 3: Classification and Labelling Inventory and-sdfssification
Area 4: Labelling
Area 5: CLP scope exemptigns
Area6: Online sales
Area 7: Poison centre notificatians

1.1.3 Area 1: Hazarddentification

As explained in Section 2, CLP is the horizontal reference point for the identification and
classification of the physical, health and environmental hazards of diesalastances and
mixtures for most EU chemicals and chemigalsted legislation. However, the hazards
defined under CLP— and the UN GHS— are not exhaustive, resulting in lack of
communication on the hazards not covered by CLP.

As CLP does not contalmazard identification criteria for substances with ED, PBT/vPvB and
PMT/vPVM properties, under the baseline these substances will keep being identified through
REACH (ED, PBT/vPvB and PMT/vVPvVM substances), BPR and PPPR (ED, PBT/vPvB
substances). The BPRicdthe PPPR have established identification criteria for EDs. While
REACH does not contain identification criteria for EDs, these can be identified as SVHCs on
acasdby-case basis following the ITPCS/ WHO defini
leve 1 of concern” carried out by the REACH M:
registrants to carry out a PBT assessment for substances placed on the market in quantities of
10 tonnes or more per year. Any substance under the scope of REACH can beddentifi
according to the criteria listed in Annex Xlll of REACH as PBT or vPvB and, as for EDs, may

be identified as SVHCs (article 57 of REACH). The BPR refers to REACH Annex XIlI criteria,

and the PPPR contains PBT/vPvB identification criteria. Neither REAGHany other

legislative framework have identification criteria for substances with PMT/vPVM properties,

but they can be identified as SVHCs under REACH.

ECHA”s integrated regulatory strategy bring
REACH and @P. It is based on the efficient selection of substances and groups of substances
that raise potential concern, so that information needed to assess their safety is generated and
any remaining concerns addressed through the most suitable regulatory magemant
measures. ECHA and MSCAs carry out the following substapeeific activities: data
generation and assessment (dossier evaluation, substance evaluation, informal hazard
assessment of PBT/VPVB/ED properties); assessment of regulatory needs @RIN);
regulatory risk management (harmonised classification and labelling, SVHC identification,
restriction)*8

48 Planned, ongoing or completed activities are listed in the Public Activities Coordination Tool (PACT).
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Under the baseline, it is assumed that these activities will keep contributing to the identification
of ED, PBT/vPvB and PMT/VPVM substances. Tdssessment of regulatory needs may be
based on sufficient available information or on data generated on missing hazard information
following compliance checks, testing proposals and substance evaluation. In addition, the ED
and PBT expert groups assupd identification of ED and PBT/vPvB substances.

ECHA and MSCAs select substances that are to be evaluated to clarify whether their use poses
a risk to human health or the environment. The selection is carried out on the basis of risk
based criteria. Theubstances selected for substance evaluation (Chapter 2 of the REACH
Regulation) are included in the community rolling action plan (CoRAP) following the opinion

of the Member State Committee. The evaluation of each substance is carried out by a
designated Mmber State by assessing all registration dossiers from all registrants specific to
the same substance or group of substances, considering other sources of information and by
requesting and assessing new data from the registrants, typically going beytantiard
REACH information requirements. Following the assessment of all information, if the
evaluating Member State considers that the use of the substance poses a risk, it may proceed
by proposing: harmonised classification and labelling for certaiarida, identification of the
substance as SVHC, an Bldde restriction, EbUwide occupational exposure limits, national
measures or voluntary industry actions.

As of February 2022, the CoRAP includes 392 unique substances/efigaese (53.4°

Between 2012 and 2023, Member States evaluated, are evaluating or plan to evaluate 90
substances for their suspected ED properties and 151 substances for their suspected PBT/vPvB
properties. Additionally, 23 substances are undergoing an ED assessmeieBRR° No

data could be found on the number of substances undergoing an ED or PBT/vPvB assessment
under the PPPR. So far, no substances have been included in the CoRAP to investigate
suspected PMT/vVPVM properties.

49 Note that ECHA webpages may indicate a slightly lower number of substances/entries than those listed in the
downloadable list, also because group entries are split in different ro®surce:
https://echa.europa.eu/information-chemicals/evaluation/communitglling-actionplan/coragtable

50 https://echa.europa.eutedsessment

511t shoud be noted that the review under BPR and PPPR is systematic, but limited to ED category 1.
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Figure 53: Number of substances with suspected ED or PBT/VPVB properties or other hazards per |

evaluation year Note: substances can be evaluated for multiple suspected haZwdsce:CoRAP

Following data generation (or the evaluation ofdkailable information considered sufficient

for the purpose), the regulatory needs of substances and groups of substances aréZassessed.
The outcome can be that either there is no need for action or that regulatory risk management
at EU level is requiredThe follow-up regulatory actions are: harmonised classification and
labelling, SVHC identification, restriction, or action through other EU legislation. The
assessment can also result in a request for additional data (e.g. through substance evaluation).

As of February 2022, the candidate list of substances of very high concern for authorisation
includes 444 entries, of which 113 were included because of their ED properties, 114 because
of their PBT/vPvB properties and 21 because of their PMT/vPvM propdttiesissumed that
Member States or ECHA would keep proposing substances to be identified as SVHCs at the
same rhythm. It should be noted that the group approach may result in higher numbers of
substances being identified as EDs or with PBT/vPvB or PRMWA properties. Substances

and groups of substances can also be identified for restriction rather than authorisation. The
effect of the inclusion of groups of substances could be large: for example, the announced
intention to submit a restriction propo$at PFAS would affect more than 6,000 substariges,
although only around 2,000 are currently registéfdeinally, biocidal and plant protection
active substances that exhibit ED or PBT/VPvB properties should not be approved, in

52 As of February 2022, the ARN registiiytips://echa.europa.eu/assessntegtilatoryneeds lists 754 entries

between substances and groups of substances, for a total of 2,116 substances. In the downloadable spreadsheet,
group entries are split in different rows. However, not all groups are split (e.g. PFAS has one single row) and
therefore the totatumber of unique substances is larger. The need for regulatory action, if any, can be identified

for the whole group, a subgroup or a single substance.

53 Dutch Ministry of Health, Welfare and SporQfficial start to ban PFAS in Europe, available at:
https://www.rivm.nl/en/pfas/officiabtartto-banpfasin-europe

54 ECHA Page orPerfluoroalkyl chemicals (PFAS), available at:
https://echa.europa.eu/hmipics/perfluoroalkyichemicalspfas
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principle > for their use irbiocidal and plant protection products, in accordance with the BPR
and PPPR®

By forecasting numbers of substances through linear regression using the known values for the
period 20082022,in 2032 the candidate list would include 799 substances, ohvi2@ié for

ED properties, 214 for PBT/vPvB properties and 67 for PMT/VPVM properties. In 2042, the
candidate list would include 1,126 substances, of which 293 for ED properties, 306 for
PBT/vPvB properties and 110 for PMT/vPvM propertiegure 53.
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Figure 54: Number of substances included in the candidate list of SVHCs for ED, PBT/VvPVB or PMT

properties or other hazards per yeaSource:ECHA Candidate list (projections of the authors)

As most of the substances may be used in more than one mixture, it is necessary to estimate
the number of mixtures that would be impacted by the identification of a substance with one
or more of tle considered properties. Estimating this is difficult for several reasons:

There is no central repository that compiles information on the number of mixtures for
the entire EU,
Some of the possible information sources are not publicly available, sulcd E$armation
provided to Poison centres for medical emergehoythe German Federal Institute for Risk
Assessment (BfRE

Ricardo (2021) estimated that 16,969 substances (including UVCBs) and 190,702 mixtures
would be impacted by the extension of theneye&c approach to risk management to the
following hazard classes: ED, PBT/VPvB, PMT/VPVM, respiratory sensitisation Cat. 1, 1A and

55 Derogations are foreseen.

56 The reasons for neapproval of active substances are not easily retrieved from ESRdAFSA databases, if
not by checking the opinions oihg-one.

57 https://poisoncentres.echa.europa.eu

58 See e.ghttps:/ivww.bfr.bund.de/en/notification_of produet9144.htm| accessed November 2021.
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1B, STOT RE/SE Cat. 1 and 2, immunotoxicity, neurotoxicity, CMR Cat. 2, Skin Sensitisation
Cat 1, 1A and 1B, aquatic chranil and 2 (Ricardo, 2021, p.50). These estimates imply an
average number of mixtures per substance of around 11.

An alternative estimate was derived by analysing the SPIN (Substances of Preparations in
Nordic Countries) and extrapolating the result toEue®® The average of five mixtures per
substance was multiplied by a factor of five for projection to the entire EU, resulting in an
average of 25 mixtures placed on the EU market per single substance. This is consistent with
the estimates in the 2017 Fess Check, which used figures of 99,000 substances and 2.5
million mixtures subject to reclassification, labelling and safety data sheets preparation to
produce an average of about 25 mixtures per substance.

Applying these two estimates (11 and 25 mix¢yver substance) to the numbers of SVHCs in
2022 and the estimated number of SVHCs in283d 202 produces the estimates for the
total numbers of mixtures in the table below.

Table 11: Estimated number of mixtures containing SVHCswith ED, PBT/vPvB, PMT/vPVM

roperties
2022 2032 2042

Number of mixtures based on 11 mixtures per substance

ED 100 2,300 3,200
PBT/vPvB 200 2,400 3,400
PMT/VPVM 100 700 1,200
Total 400 5,300 7,800
Number of mixtures based on 25nixtures per substance

ED 300 5,100 7,300
PBT/vPvB 400 5,300 7,700
PMT/VPVM 200 1,700 2,700
Total 900 12,200 17,700

More accurately, the totals provided in the table relate to the number of classifications for
mixtures rather than theumber of mxtures.This is because some mixtures may meet the
classification criteria for more than ooéthe hazards.

The table belowhe estimates of the numbers of substances and mixtures with ED, PBT/vPvB,
PMT/vPVM properties that would be identified and classified under the baseline.

Table12: Estimated number of substances and mixtures with ED, PBT/NAMB/VPVM properties thal

would be identified and classified under the baseline

2022 2032 2042
Number of substances*
ED 13 210 290
PBT/vPvB 15 210 310
PMT/vPVM 7 70 110
Total 35 490 710
Number of mixtures**
ED 100¢ 300 2,300¢ 5,100 3,200¢ 7,300
PBT/vPVB 200¢ 400 2,400¢ 5,300 3,400¢ 7,700
PMT/VPVM 100¢ 200 700¢ 1,700 1,200¢ 2,700
Total 400¢ 900 5,300¢ 12,200 7,800¢ 17,700
Notes: *rounded to the nearest tens; **rounded to the nearest hundreds

59 The methodology and the results are detailed in Annex 1.
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1.1.4 Toxicity referencealuesand harmonised classification and labelling

Already some initiatives or measures may be envisaged as developing harmonised toxicity
reference values. For example, the restriction of the aprotic solverdif@thylformamidé®

invol ved t hehadremmoinviasteido nDNKL’a ffor wor kers (1n]l
However, harmonisation in this context only relates to the REACH Regulation and other
reference values remain in place, such as the IOELV established by Commission Directive
2009/161/EU of 17 Dember 2009 (15mgfm's opposed to the “har mo
mg/n?) that is also legally binding limit value established under OSH legislation in many EU

MS. For companies, the different reference o
D N E L ’es ndtaesolve the differences between REAQNRELs and OELs.

The differences between legislations are also evident in other examples. In the case-of nonyl

and octylphenols, EQS were derived under the Water Framework Directive. These may be
considered “harmonised reference vreldted tos * . H ¢
the corresponding nonylphenol and octylphenol ethoxyldE6SHA, 2017, it appears
guestionable that these EQS may be accepted as a threshold in applications for authorisation.
The same is true is even true within a single regulat@g. &or example, the DNEL derived

by RAC for dibutyl phthalate (DBP) in 2013 n
the addition of DBP to REACH Annex XIV for endocrine disrupting properties (human health),

the validity of this reference value is uaat and RAC was not in a position to derive a DNEL

for these effectéECHA, 202). Again, diverging OELs are legally in place in several EU MS.

As noted in Annex 4 to this report, reference values established by regulatory agencies are not
necessarily lower than those derived e.g. by registrants under REACH. Fqiexdifferent

studies were often available to REACH registrants for deriving PNECs compared to the ones
available to the competent authority for the same substance under the BPR. In some cases,
REACH registrants have derived lower PNECs than authoritidsrithe BPR and it may not

be the most meaningful approach to establish

It is assumed that the Commission would establish the repository of toxicity reference values

as for its commitment as part of the OSOA approacharQSS, with the aim of promoting the

reuse of the values among EU risk assessors and managers. It is also assumed that EU agencies
would establish a central coordination mechanism, which would ensure better distribution and
coordination of tasks and aceds all data by all agencies, as advocated by ECHA and EFSA

in their joint position paper.

In the period 2012020, there has been a steady increase of CLH for CMR substances (71 in
total), leading to the adoption swef(ECHA,rt her
2021c). The IRS has accelerated the screening of registered substances and the identification
of those requiring the generation of further data or risk management. Without intervention in
the coming years, the performance of the IRS and thtémhgf CLH adoption is assumed to
stay constant, as ECHA and RAC work at full
Also, the workload is assumed to remain uneven, with just a few MSCAs carrying most of the
burden.

60 https://echa.europa.eu/de/registifrestrictionintentions//dislist/details/0b0236e18213ec9e
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As of 2022, 4,335 entrieshaveharmonised classificationslarmonised classifications and
labelling of hazardous substances are introduced and updated through the Adaptations to
Technical Progress (ATPs), which are issued yearly by the European Comniisditenl2
accounts substances for which the CLH has been revised by subsequent ATPs in the ATP
introducing the CLH for the first time.

Table13: Number of substeces with CLH (2002022)

ATP Entry into force No. of substances

CLPOO 2008 3,368*

ATPO1 2010 758**

ATPO3 2012 11

ATPO5 2012 22

ATPO6 2014 14

ATPO7 2016 19

ATPO09 2018 26

ATP10 2018 24

ATP13 2020 16

ATP14 2021 17

ATP15 2022 37
Source: Analysis of all CLH fromhttps://echa.europa.eu/informatiam-chemicals/annexi-to-clp
Notes: *Harmonised classifications implemented under Directive 67/548/EE®@TP01 brought the
entries from th&0th ATP & 31st ATP of Directive 67/548/EEC into Annex VI of CLP

RAC has adopted between-60 opinions on CLH since 2017 (previously the average was 35
per year). These cover both CLH for new substances and revisions of existing CLH. In the last
10 yeas (20122022), 209 new substances have received CLH (median of 20.5 per year). Sixty
is considered as the maximum number of CLH dossiers that RAC and the ECHA team
supporting the CLH procedure can process with the current capa€iowing the adoption

of the opinion on the CLH of a substance by the RAC, the European Commission takes a
decision and publishes the updated list in an AlEble 13presents the estimawéthe number

of substances with CLH that could be expected in22818d 202, calculated as the linear
forecast of the number of substances with CLH based on the values from ATPO0O3 to ATP17
(20122022)%3

Tablel4: Estimates of thaumber of CLH substances in 208nd 204
2022 203 2042

Linear forecast 4,385 4,450* 4,600*
Notes: *rounded to the nearest 50s.

1.1.5 Seltclassification and the CLI

As of 30" November 2021, 751,436 notifications have been submitted to the CLI on 205,903
substances, the majority coming from C&L notifications (656,741) and the remainder coming
from REACH Registrations (94,695). Most substances (89%) notified to the CLI originate

51 Some of the entries of Annex VI are group of substances (e.g. the metal compounds), so the number of
substances is higher.

62 ECHA and RAC estimates.

63 CLPOO andATPO1 introduced the CLHs that were adopted according to the previous legislation. Not all ATPs
introduce or revise CLHs.
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exclusively from CLP notifications, with 11% originating from REACH registrations.
Notification submitters (excluding group members) amount to 22,745 legal entities, of which
14,888 are from REACH Registrations and 12,244 are from CLP notifications.dAtdydb5
actual notification submitters are SMEs (48.6% of the total).

A single C&L notification, described as a granular C&L notification, contains a combination
of the following:

Substance;
Substance variant (e.g. physical state / form; cherhiygldation; composition with an
impurity / additive etc);
Classification;
Labelling;
Legal entity.

C&L natifications can be submitted by one legal entity on behalf of a group of manufacturers
and importers. For example, the notification submitted on beh&® group members would
resolve into 50 granular C&L notifications, and if the group notification contained two
substance variants, it would resolve into 100 granular notifications. When the number of
granular C&L notifications is taken into account, pd® million unigue notifications have
been submitted to the CLI, which come mainly from expanding the group notifications into
their constituent C&L notifications from the different group members. Data provided by ECHA
shows that on average a group noéfion contains 44 group members.

The large number of granular C&L notifications that come from group notifications
demonstrates that a significant amount of collaboration betweeshdldsgrs is already taking
place to agree on a single classificatiohjahi is illustrated in the graphics belokigure 55
shows the level of agreement for different classifications and labelling combination for
substances in the Clthat have 5 or fewer distinct classifications and labelling combinations.
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Figure 55: Level of consensus based on individual and lead submissB8mgce:ECHA data

Figure 56factors in the agreement within group notifications is taken into account there is a
much higher level of consensus. It also just shows divergence caused by differences in
classification only rather than divergence caused by different combinations of classification
and labelling, as substances with the same classification can have two distinct labelling blocks.
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Figure 56: Level of consensus factoring in M/l groupSource:ECHA data
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However, thdevel of divergence ifrigure 56is not currently displayed in the existing data
structue of the CLI. The summaries of notified classification and labelling entries are ordered
by number of notifiers, but this only counts M/l groups as one notifier.

78% of substances and 31% of notifications are aligned with a single classification, although
divergence amongst the remaining 22% of substances and 69% of notifications can be due to
legitimate reasons, such as differences in physical form, presence of impurities etc. ECHA also
reports that there is significant agreement for the majority cleasdn (classification most
commonly notified) provided for around a quarter of substances with more than one
classification. This means that for these substances there is a clear preference for one
classification over others. When looking at the level alifnment in granular C&L
notifications, which considers agreement within M/I groups, 77% of the 10 million granular
C&L notifications agree on a classification.

The data shows that classification divergence affects around 22% of notified substances. Sixty
nine percent (69%) of notifications diverge, but this figure is reduced to 23% once the
agreement within group notifications is taken into account, although this is not visible in the
CLI public portal.

A redesign of the CLI was initiated in 2019 with tien to improve how data in the CLI is
displayed, structured and made available, in order to bring additional value and improve its
ease of use. While this initiative will not directly address the drivers of diverging classifications
in the CLI, it aims toprovide transparency on the reasons for divergence and aims to make
consensus classifications prominent. The redesign is also expected to display agreement within
group notifications. When considering the outcome of the changes in the redesign, if the
changes are made as described, it is expected for the additional information and the prioritising
of consensus classifications to reduce the impacts of the problem. These changes will not
address the source of the divergence. However, the changes, if imgdmagdescribed, could

help users prioritise the information in the CLI and subsequently find the most relevant data
reducing the impact of the incorrect classifications. The outcome of the redesign cannot be
fully assessed currently, based on CARACALcdssions, because the redesigned Inventory

is expected to be launched in 2023.

1.1.6 Labelling

This subsection presents the expected evolution of the baseline uRto284dch of the four
categories of products that are affected by the problems investigated, namely:

Substances/mixtures supplied in very small packaging (< 10ml);
Substances/mixtures supplied in bulk;
Substances/mixtures supplied viafite and

Substances/mixtures supplied with very small font size and fold out labels.

Substance/Mixtures Supplied in Very Small Packaging (< 10ml)

How would the problem evolZe

There are two drivers contributing to the problem of hazardous substances/mixturgs in ver
small packaging being unlabelled or incorrectly labelled when placed on the market. The first
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of these is the impracticality of labelling chemical products in small containers due to the lack
of economically feasible exemptions under the CLP Regulatiothé labelling of substances

and mixtures supplied in small packaging and the complexity they introduce for suppliers of
these chemicals. The labelling requirements outlined in the CLP Regulation for bulk and refill
chemicals are expected to remain thme in the baseline scenario, and as there is no financial
incentive for suppliers to change their behaviour, and given that no change in the level of
enforcement surrounding labelling obligations is also expected, the level-cbmpiiance is
expectedd remain the same.

The second driver is the existence of regulatory overlaps in labelling provisions of EU
chemicals legislation, such as those existing between the CLP Regulation and the Detergents
Regulation. The labelling requirements outlined in th&® ®egulation are expected to remain

the same in the baseline scenario. However, in light of the ongoing Impact Assessment into the
revision of the Detergents Regulation, there is a possibility that changes may be made to
labelling requirements applicable detergents. Ensuring coherence with the CLP Regulation

is one of the aims of the Detergents Regulation Impact Assessment, but as of yet there is no
final decision as to how the interaction between the two on labelling will be addressed. In the
Draft Find Report to the Impact Assessment Study on the simplification of the labelling
requirements for chemicals and the use-lafoelling (VVA et al 2022), four policy options are

being assessed to allow for alignment of CLP and the Detergents Regulatiomgeghaysical
labelling.

One of the policy options is talign the two regulations to address inconsistencies, overlaps
and duplications in labelling requirements. No intervention would occur in the CLP Regulation
but in the Detergents Regulation: ingredgewould only be labelled once, either following
CLP or Detergents Regulation rules, which ever is stricter; or removal of all overlapping
provisions. Therefore, it is possible that compliance with labelling provisionsafardous
substances/mixtures imery small packaging could become easier for detergent products.
However, detergents were not one of the product categories identified as being supplied in very
small packaging. It should also be noted that compliance is an issue with packaging ahless th
125ml and consultation with industry as part of this study revealed that labelling is difficult to
fit on packages of up to 200ml in size. In summary, no significant impact on the size of the
problem is expected from the removal of regulatory overlagabelling provisions in the
baseline scenario.

The sales of products supplied in packaging smaller than 10ml that are included in our analysis
are expected to slightly increase to 20thus maintaining the scale of the problem. This
projection is basedn data obtained from Prodcom on annual production quantity dating back
to 2008 and uses the typical mass per product shown in Figure 5. The compound annual growth
rate (CAGR) between 2008 and 2019 was assumed to continue2ttoP@ach of the product
cdegories, resulting in an annual growth rate of 1.1% for pens and writing instrurbefis,

for lighters, 1.2% for essential 0ils3.1% for inks, 4.0% for superglues, argl0% for
ammunitions. These trends seem to reflect a transition to digital y@iatesd documents in
certain contexts and the decreasing smoking rates. Additionally, an incompliance rate of 50%
with labelling requirements has been assumed based on enforcement data from ECHA.

Evidence on poisoning from chemicals in very small packagingot reported by poison
centres, but consultation with the Croatian poison centre provided a datapoint for this in 2021
that has enabled the assumption that each incompliant product sold leads to a rate of 49
poisonings per million products sold. Thigte, in the absence of further evidence of the
relationship between product labelling and poisoning incidence, will be treated as a permanent
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relationship that will define the baseline, with the given baseline compliance level, and the
policy scenario, wh its own compliance level.

The baseline projection of sales of products that include substances and mixtures in very small
packaging (< 10 ml) is shown igure 57below, along with the resulting incidence rate of
poisonings involving products in very athpackaging in the EA27.
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Figure 57: Past series and futunerojection of the sales of products containing substances/mixtures su|

in very small packaging (< 10ml) by product category and overall, and baseline projection of poisonin
from products in vy small packaging (right axis), 2063042.

Substances/Mixtures Supplied in Bulk (i.e. fuels)

How would the problem evolZe

The problem of fuels supplied at fuel stations being unlabelled is caused by unclear labelling
requirements under the CLP Regulation for substances supplied in bulk. Thé $aecific
provisions (i.e. specific rules or exemptions) in the CLP Regulation for bulk substances leads
to misinterpretation of the requirements which will not change unless action is taken to amend
the legal text of the CLP Regulation, or ECHA guidameédabelling and packaging is updated

to clarify labelling rules for how fuels should be labelled under the CLP Regulation. However,
it should be noted that the update of guidance may have limited impact on the labelling of bulk
chemicals without an explicmention in the legal text, as it may be viewed as voluntary and
would be difficult to enforce. The current level of provision of CLP labelling of fuels at fuel
stations is not expected to change without regulatory pressure to do so. This is because
provision of labelling represents an addition business cost, and so there is no financial incentive
to provide labelling information. Therefore, without any change to the legal text of the CLP
Regulation to provide clarity on how fuels should be labelled,hamge to the scale of the
problem is expected.

While no change in the scale of the problem is expected, the amount of unlabelled fuel placed
on the market is expected to decrease, which is expected to have a subsequent impact on the
number of poisoning indents involving fuels.The baseline projection for how the size of the
market for fuels used for road and maritime transport will develop up t@ a4 be
determined by environmental objectives and fuel regulations in the road transport sector.
Building from the historic series of final consumption of fuels in road tran¥pdine latest

64 Eurostat (2021). Supply, transformation and consumption of oil and petroleum products [nrg_cb_oil]. Available
at: https://appsso.eurostat.ec.europa.eu/nui/show.do?dataset=nrg_ch_oil
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projections of oil demand in the EU from thedtational Energy Agency (IER021f° were

used as a reference for the projection of the baseline scenario of substances and mixtures
supplied in bulk. Other candidates considered for the projection of the historic series into the
future were: (a) TEA’s pr odarsin advaneed ecandmies, i 1  d
discarded on the grounds that past 2030 oil demand for heavy duty transport will be of higher
relevance than for passenger cars and probably will follow a different path from them; (b)

I EA”s projections daoad tanspor g the EUp discandethdue to the i n
expected change in the energy mix composition of road transport over the next 20 years.

On the contrary, oil demand in the EU is expected to closely follow oil demand in road
transport, being the main souro€ oil consumption in advanced economies. According to
Eurostat® 48% of oil consumption in the EU belongs to road transport alone, followed by
consumption of oil for nomnergy use (14%), for air transport (9%) and water transport (9%).
Thus, using currersteries of final (energy and n@mergy) consumption of oil products in road
transport in the Et27 and building from the projected scenario for oil demand in the EU
defined by the IEA in its Announced Pledges Scenario, the resulting growth rates béi@en 2
and 202 were used to project a baseline for substances and mixtures supplied in bulk. The
projection for the overall EX27 is shown in the figure below. This projection highlights that
without any regulatory intervention, the amount of unlabelledlfaglg placed on the market

is expected to decrease, such that in2264s than half the amount of unlabelled fuel will be
placed on the market than 2019 levels.

Figure 58below shows the past series and future projection of consumption quantity of oil
products in the road transport sector (i.e., substances/mixtures supplied in bulk) and estimated
number of related poisoning incidents in the-EDaccoding to the assued incidence rate
calculated

300 4,0
3,5
250
= 3.0 a2
= 200 c
= 25 3
s o
i) S
a 150 2,0 5
IS c
2 15 &
< 100 S
o) . . o
o Final consumption - transport 10 =
— ) =
© sector - road
= 50 ) o
L Poisoning incidents, EU-27 0,5
0 0,0
O QO U > O DO O A a% 0 A 0O L o> a0 D QO GO
O N NN NN VSO & O XX
B S E B S S S S S S

Figure 58 Past series and future projection of consumption quantity of oil products in the road trai

sector (i.e., substances/mixtures supplied in bulk) and estimated number of related pamxidénds in the
EU-27 (right axis), 200@042.

85 International Energy Agency (2021). World Energy Outlook 2021.
66 Eurostat (2021) Oil and petroleum produeta statisical overview https://ec.europa.eu/eurostat/statistics
explained/index.php?title=0il_and_peleum_products-_a_statistical_overview#Consumption_in_sectors
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Another factorcontributing to the problem is the emergence and increasing trend of consumers
purchasing chemicals via-fdl. Refill sales of chemicals are valued for their potential to
contribute to sustainability and the circular economy by reducing the amountkafgpar

waste generated. This is an area of innovation not foreseen when the CLP Regulation was
adopted in 2008 and which the Regulation has not kept pace with. A recent study by Eunomia
provided a first higHevel attempt at assessing market trends ofggiok) free shops, reporting

a central estimate for the EU total turnover
billion, and a ‘best case scenario’ of over
shifts in the economy or consunterhaviour are also considered, the accurate projections made

on the future scale of the bulk and refill sale sector could be greater. Based on these findings,
the refill sale sector is an area with strong predicted growth over the next 10 years. Theg numb

of re-fill chemicals accompanied without correct labelling and packaging and the level-of non
compliance by economic operators are only likely to increase if no action is taken.

SubstancéMixtures Supplied via Réll

How would the problem evolZe

The problem of rdill chemicals being unlabelled or labelled incorrectly is caused by unclear
labelling requirements under the CLP Regulation for these chemicals. The lack of specific
provisions (i.e. specific rules or exemptions) in the CLP Regulatiorefidl chemicals leads

to misinterpretation of the requirements which will not change unless action is taken to amend
the legal text of the CLP Regulation, or ECHA guidance on labelling and packaging is updated
to clarify labelling rules for how réll chemicals should be labelled under the CLP Regulation.
However, it should be noted that the update of guidance may have limited impact on the
labelling of refill chemicals without an explicit mention in the legal text, as it may be viewed
as voluntary ath would be difficult to enforce. The current level of provision of CLP labelling

of refill chemicals is not expected to change without regulatory pressure to do so. This is
because provision of labelling represents an addition business cost, and sortbdirgancial
incentive to provide labelling information.

The labelling requirements outlined in the CLP Regulation fdillrehemicals are expected

to remain the same in the baseline scenario. In light of the ongoing Impact Assessment into the
revision of the Detergents Regulation, there is a possibility that changes may be made to the
rules for refill detergents. Previous studies have identified problems with the Detergents
Regulation not keeping pace with technical and/ or other developmentssdhehirecrease in

refill sales of detergents. Ensuring coherence with the CLP Regulation is one of the aims of the
Detergents Regulation Impact Assessment, but as of yet there is no final decision as to how the
interaction between the two on labelling vk addressed. In the Draft Final Report to the
Impact Assessment Study on the simplification of the labelling requirements for chemicals and
the use of gabelling (VVA et al 2022), four policy options are being assessed to allow for
alignment of CLP anthe Detergents Regulation regarding physical and digital labelling. These
include:

1. No change in the current mandatory regulatory framework but the setting of non
mandatory standard on the voluntary use of electronic labels. This option does not allow
manufcturers to replace (partially or totally) physical labels with electronic labels.

2. Aligning the two regulations to address inconsistencies, overlaps and duplications. No
intervention would occur in the CLP Regulation but in the Detergents Regulation:
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ingredients would only be labelled once, either following CLP or Detergents Regulation
rules, which ever is stricter; or removal of all overlapping provisions.

3. Revision of the labelling rules to introduce digital labelling, whereby manufacturers
could use eldgcoonic labels, on a voluntary basis, to provide specific pieces of
information as an alternative to having this information on physical labels. This option
foresees the regulatory interventions discussed under Policy Option 2 to streamline the
regulatory famework.

4. Revision of the labelling rules in the regulations to introduce digital labelling in order
to further simplify physical label, and move the majority of information on tlabe.

5. Revision of the labelling rules in the regulations to introduggalilabelling which
provides all information in the form of adabel, for specific products. Under the CLP
Regulation it is envisaged that this would refer thltehemicals (fuels to be filled in
containers (not tanks), paints etc.); writing instamts and under the Detergents
Regulation, refill detergents.

Therefore, without any change to the legal text of the CLP Regulation to provide clarity on
how refill chemicals should be labelled, no change to the scale of the problem is expected
except fo that caused by market forces and consumer behaviour.

The volume of rdill chemicals that are placed is expected to increase as there is a growing
trend of consumers purchasing chemicals viéillceRefill sales of chemicals are valued for

their potental to contribute to sustainability and the circular economy by reducing the amount
of packaging waste generated. This is an area of innovation not foreseen when the CLP
Regulation was adopted in 2008 and which the Regulation has not kept pace with.tA recen
study by Eunomia provided a first higgvel attempt at assessing market trends of packaging
free shops, reporting a central estimate for the EU total turnover from bulk good sales in 2030
of approximately €1.2 billi®h,5 abdl]l lai ocomb.esTh
acknowledged that if radical shifts in the economy or consumer behaviour are also considered,
the accurate projections made on the future scale of the bulk and refill sale sector could be
greater. Based on these findings, théiltsale sector is an area with strong predicted growth
over the next 10 years. The number efilfechemicals accompanied without correct labelling

and packaging and the level of nommpliance by economic operators are only likely to
increase if no aa@n is taken.

Looking specifically at rdill detergents, discussions with industry stakeholders provided
insights and access to the growth expectations for the markefilbfdetergents for the next

6 years in a subset of ERF countries. Those wereteapolated to the whole ER7 by criteria

of proximity and current observed prevalence dfiltesales of detergents, also provided by
the detergents industry. For years 2@®742, the compound annual growth rate expected
between 2020 and 2026 was usegrgject future growth. The projected growth is positive
and around 2% per year, leading to a steady and moderately growing sector.
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Average growth rates for sales ofié
detergents in the E{27, 20202026
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Figure 59: Average growth rates forsalesoffei /| | det er gents as report

five EU-27 Member States for 20:2D26.

Additionally, an average size per refill was estimated to be 2.9 kg, taking into account the most
common bottlesizes for detergents. The series of refills in overalZ&Us shown in the figure
below. This projection highlights that without any regulatory intervention, the scale of the
problem of unlabelled detergent being placed on the market will increasethatich 202
approximately an additional 30 million refills of detergent will be placed on the market that
may be incorrectly labelled or not labelled at all, when compared to 2019 figures (a 50% overall
increase). The resulting number of poisoning ingigdanvolving refill detergents is also
displayed based ahe incidence rate calculated

Projected sales of rdill detergents in the ELR7, 20192040
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Figure 60: Projection of production quantity of substances/mixtures supplied Afifi, 2019-2042

Multilingual labels and font size

How would the problem evol?e
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There are two drivers contributing to the problem of multilingual labels having poor
readability. The first is the restricted use of muttgual fold-out labels. The labelling rules
outlined in the CLP Regulation for mulingual foldout labels are expected to remain the
same in the baseline scenario. Given therets no financial incentive for limiting the number

of languages on a label and producing a separate label for each destination country, the
readability issuesegarding multilingual labels are expected to remain.

The second driver is the existence of regulatory overlaps in labelling provisions of EU
chemicals legislation, such as those existing between the CLP Regulation and the Detergents
Regulation. The labkhg requirements outlined in the CLP Regulation are expected to remain
the same in the baseline scenario. However, in light of the ongoing Impact Assessment into the
revision of the Detergents Regulation, there is a possibility that changes may be made to
labelling requirements applicable to detergents. Ensuring coherence with the CLP Regulation
is one of the aims of the Detergents Regulation Impact Assessment, but as of yet there is no
final decision as to how the interaction between the two on lab&lilhe addressed. In the

Draft Final Report to the Impact Assessment Study on the simplification of the labelling
requirements for chemicals and the use-lafoelling (VVA et al 2022), four policy options are

being assessed to allow for alignment of Gl the Detergents Regulation regarding physical
labelling.

One of the policy options is talign the two regulations to address inconsistencies, overlaps
and duplications in labelling requirements. No intervention would occur in the CLP Regulation
but inthe Detergents Regulation: ingredients would only be labelled once, either following
CLP or Detergents Regulation rules, whichever is stricter; or removal of all overlapping
provisions. With a reduction in the amount of information legally required ethaability of
multilingual labels on detergents could improve under the baseline scenario.

Data from Cefic (202%Y presented ifTable 14shows the trend in sales between Member
States in the EU27 (intBU27 sales) has increased steadily from 2009. This suggests that the
number of products sold between Member States isradsgasing and highlights the growing
international market for chemical products. Therefore, the sale of chemicals products in
multiple Member State markets is expected to grow, along with the number of multilingual
labels with poor readability and na@ompliant with official language requirements.

67 CEFIC,Facts and Figures of tiieuropean Chemical Industrg2022.
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Tablel5: Trends in chemical sales

Year EU27 Total Sales| EU27 Home| Intra -EU27 Sales EU27  Foreign

Sales Sales
2009 100% 26.2% 44.5% 29.2%
2010 100% 26.5% 44.5% 29.1%
2011 100% 26.1% 45.4% 28.5%
2012 100% 25.6% 44.7% 29.7%
2013 100% 24.8% 45.7% 29.5%
2014 100% 22.3% 47.7% 30.0%
2015 100% 19.8% 48.9% 31.4%
2016 100% 16.5% 50.6% 32.9%
2017 100% 19.4% 49.2% 31.4%
2018 100% 16.0% 52.3% 31.7%
2019 100% 15.0% 52.3% 32.7%
Source:Cefic Facts and Figures 2021

Area 5: CLP scope exemptions

Table 15shows the main economic aggregates for the sectors currently exempted from CLP
and the forecast for 2@3and 202.
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Table16: Main economic aggregates (2018 data) floe sectors currently exempted from CLP

2018 2020 202 2042
No. of enterprises
C10 Manufacture of food products 260,257 | 255,933 | 251211 247,276
C10.9 Manufacture of prepared animal feeq 5,196 5,133 5572 5,938
C20.42 Manufacture of perfumes atailet | 5,888 6,192 9,206 11,717
preparations
C21 Manufacture of basic pharmaceutiq 4,263 4,455 5,609 6,570
products and pharmaceutical preparations*
Turnover— million euro
C10 Manufacture of food products 940,137 966,390 194,385 | 1,384,381
C10.9Manufacture of prepared animal feed{ 73,511.7 | 75,015 84,354 92,137
C20.42 Manufacture of perfumes and toj 48,093.9 | 52,821 79,041 102,878
preparations
C21 Manufacture of basic pharmaceuti 277,391 299,581 432,721 543,670
products and pharmaceutical preparations*
Value added at fact@ost— million euro
C10 Manufacture of food products 182,684.0 | 188,339 | 249,166 299,855
C10.9 Manufacture of prepared animal feeq 9,300.5 9,776 12953 15,601
C20.42 Manufacture of perfumes and toi 14,000 15,117 25,834 34,764
preparations
C21 Manufacture of basic pharmaceuti¢ 112,511.1| 115,415 | 180,350 | 234,462
products and pharmaceutical preparations*
Persons employednumber
C10 Manufacture of food products 4,100,000 | 4,051,567 | 4556,534 | 4,977,340
C10.9Manufacture of prepared animal feed| 123,395 | 125,287 | 148,180 167,258
C20.42 Manufacture of perfumes and toj 173,891 | 179,791 | 274,672 | 352,987
preparations
C21 Manufacture of basic pharmaceutii 605,315 611,363 788,223 935,606
products and pharmaceutical preparations*
Notes:Eurostat database Structural Business Statistics
*2017 data; **include manufacture of in vitro diagnostics (NACE 21.20); ***2016 data

Without policy action, the environmental hazardawian medicinal products (HMPs) and
veterinary medicinal products (VMPs) will keep being identified through the environmental

risk assessments required by the relevant legislation. HMPs and VMPs are accompanied by
package leaflets that may also contain important information about the safety of the products,
their disposal or anprecautionary measures to be taken, but environmental hazards identified
through risk assessment may not be necessarily displayed.

In 2016, around 3,000 active pharmaceutical substances were authorised on the EU market
(Deloitte et al., 2016). The Uniargister of medicinal produéflists around 12,370 items,
between centrally authorised and nationally authorised medicinal products for human and
veterinary use and orphan designations. The EMA recommends for authorisation a median of
39 new active subasihces for human and veterinary medicinal products per year and 97 new
human and veterinary medicinal products per §&diable 16shows the estimated the

88 https://ec.europa.eu/health/documents/commeneityster/html/reg_index_inn.htm
69 Based on the number BfMPs and VMPs (adte substances and products) recommended for authorisation by
the EMA between 2012020.Sourcehttps://www.ema.europa.eu/en/abaistannuateportswork-programmes
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cumulative number of HMPs and VMPs (active substances and products) recommended for
authorisation by EMA in the period 202920.

Table17: Estimatesf the cumulative number of HMPs and VMPs (active substances and pramutits)

EU market

2020 2022 2042
Human and veterinary medicinal products
New medicines* 12,100 13350 14300
New active substances* 3,150 3,650 4,050
Notes: *Rounded to the nearest 50

To tackle the presence of pharmaceuticals and their negative effects on the environment, in
2019 the European Commission has adopte&tiagegic approach to pharmaceuticals in the
environmentwhich aims to mitigate the environmental issues caused bgrhand veterinary
medicines. Table 17 provides examples of measures to ensure protection from the
environmental hazards borne by pharmaceuticals that baen implemented within the
Strategic approach to pharmaceuticals in the environment.

173



Table 18 Overview of measures ra&d to the environmental risk assessment and public awareness

environmental hazards pharmaceuticals, compiled from European Commission, 2020
Measure

Status

Action 5.1.1 Promote the development of guidelines for healthcare profess
on the prudent use of pharmaceuticals posing a risk to or via the environm

Ongoing

Action 5.1.4Foster bespractice exchanges between the Member States or|
environmental considerations are taken into account in the advertisin
prescription of medicinal products and the choice of therapy more gen:
where appropriate.

Ongoing

Action 5.3.5 In collaboration with the European Medicines Agency and
Member States: Seek to improve the level of environmental expertise
Committees and networks involved in the environmental risk assessm
medicinal products.

Ongoing

Action 5.3.1b Incollaboration with the European Medicines Agency and
Member States: Consider developing guidance on the environments
assessment of medicinal products for use in aquaculture including,
appropriate, recommendations for risk management measure

Started

Action 5.3.1c In collaboration with the European Medicines Agency an(
Member States: Examine how to improve public access to the
environmental risk assessment results and relevant toxicological thresho
medicinal products whileespecting datarotection rules.

Ongoing

Action 5.3.1d In collaboration with the European Medicines Agency an(
Member States: Emphasise to applicants the importance of submitt
completed assessment by the time of the authorisation for marketmanl
medicinal products, so that adequate risk management measures
established and published.

Ongoing

Action 5.3.2 Pursuant to the newly adopted Regulation on veterinary med
products, report on the feasibility of setting up arviEide review gstem basec
on active pharmaceutical ingredients, or similar, to support the environn
risk assessment of veterinary medicinal products at the Union level.

Started

Action 5.3.3 Initiate a systematic catching procedure for veterinary medicin
products without an (adequate) environmental risk assessment, as provide
the Regulation on veterinary medicinal products, and take stock of the res
research under the Innovative Medicines Initiative in relation to human meo
products.

Ongoing

Action 5.4.1b In collaboration with the Member States and the Eurg
Medicines Agency: Facilitate the exchange of best practices among hea
professionals on the environmentally safe disposal of medicinal produci
clinical waste, and theollection of pharmaceutical residues as appropriate.

Ongoing

Action 5.4.2 Assess the implementation of collection schemes for ul
pharmaceuticals and consider how their availability and functioning cou
improved, how to increase public awarenafghe importance of using them, a
how extended producer responsibility could play a role in reducing inappro

disposal.

Good
progress
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Currently, ‘the environmental concerns that
are considered throug t he appl i c a(Recdah 5 af fhe RPRA Cliemical
substances used as cosmetic ingredients with adverse effects to the environment can be, for
example, subject to authorisations or restrictions. Without policy actiomalieéiing of the
environmental hazards of cosmetic products is not required and, therefore, the only way for
consumers to check this information is by consulting the list of ingredients and searching for
data online.

The CPR is being reviewed to align the current rulesaametics with the objectives of the
CSS and ensure better protection of human health and environment in line with boosting
innovation. Simplification and digitisation of product label information is one of the possible
options to be analysed (European @aission, 2021Y°

Searching the ECHA registered substances database for substances with notified uses in
Product Category (PC) 28 ‘Per f umes, fragra
products’ returns 3,248 substances.

Tablel: Regi stered substances with product cat e,

personalc a r ¢ products’ per tonnage band
Tonnage band Number of registered substances
1-10 tonnes per year 895
10-100 tonnes per year 719
100-1,000 tonneger year 618
1,00010,000 tonnes per year 499
10,000100,000 tonnes per year 248
100,0001,000,000 tonnes per year 106
1,000,00010,000,000 tonnes per year 56
10,000,0001.00,000,000 tonnes per year 16
Cease manufacture 48
No longer valid 25
Tonnagedata confidential 9
Intermediate use only 9
Total 3,248
Sourceregistered substances database
https://echa.europa.eu/informatieom-chemicals/registeredubstances

According to these data, a quantity between 229,648,885 and 2,296,488,850tofines
substances used as ‘per fumes, fragrances’
manufactured or imported on the EU market every yeanle 19shows the classification of
registered substances with notified uses 1n

PC39 “Cosmetics, personal care product s’

© Ewropean CommissionEU Chemicals Strategy for SustainabilityRevision of theCosmetic Products
Regulation 2021.

"> The minimum and maximum quantities are obtained by multiplying the number of substances for the lower
bound and uppébound of the tonnage band. The average is 1,263,000,000 tpa.
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Table 20: Classification of registered u b s t ances with product categ

PC39 “Cosmetics, personal care products’
Registered substances wit h Number
fragrance$Coamdt PESY persona

Total 3,248

With CLP Notification C&L data for environmental hazards 1,553 (47.8%)
With REACH Registration C&L data for environmental hazards 1,132 (34.9%)
With CLH for any hazard 274 (8.4%)
With CLH for environmental hazards 167 (5.1%)
With recognisegroperties of concern* 83 (2.6%)
Included in the Candidate list (Art. 57 intrinsic properties) 14 (0.4%)
Source: registered substances database
https://echa.europa.eu/informatieom-chemicals/registeredubstances

Notes: *Recognised as: carcinogenic or mutagenic or toxic to reproduction or respiratory sengis&an
sensitiser or persistent, bioaccumulative and toxic or endocrine disrupting or persistent organic pollut
*ECHA restriction list (February 2022) contains 71 entries including 2,169 substances.

Some cosmetic products such as personal care @uots containing plastic microbeads,
siloxanes, synthetic fragrances, UV filters or triclosan, have negative effects on the
environment due to their hazardous properties and their releases to the environment during use.
Around 8% of the substances (274 oti8,248) have CLH for different hazard classes. Fifty

six (56) substances have CLH for acute aquatic toxicity and 111 for chronic aquatic toxicity.
Some of the environmental hazards of cosmetics ingredients have been and are being addressed
through resictions under the REACH Regulation, such as the restriction of cyclopentasiloxane
(D5) and cyclotetrasiloxane (D4), microplastics, etc. (see the supporting study in Annex 4).

It should be noted that there isgeowing interest in the environmental performance of
products in general and in providing consumers with transparent information in
particular. Actions such as the Sustainable Products Initiative, Ecolabel and the
EcoBeautyScore Consortidftan influence communication of the environmental tdezaf
cosmetic products.

The Sustainable Product Initiative (SPI) was announced by the European Commission in 2020
in the Circular Economy Action Plan. It revises the Ecodesign Directive and covers the
environmental performance of goods and services.aliheis to ensure high environmental
performance for all products (including cosmetic products) on the EU market. For this purpose,
specific environmental requirements and sustainability principles are being developed,
addressing the lack of reliable susahility information about the products. By providing
suitable solutions, such as digital product passports, it will improve communication of the
environmental performance of the products to consumers and enable them to make informed
decisions when buying product. The revision is planned to be completed in the first quarter
of 2022 (European Commission, 2029).

In 2021, the European Commission revised the EU Ecolabel criteria for cosmetics and extended
them to substances or mixtures that fallunder¢thep ¢ of t he CPR and “int

2 https://www.cosmeticsdesiggurope.com/Article/2021/09/20/HenkietOreatLVMH -NaturaCo-Unilever
forming-consortiumfor-cosmeticsenvironmentaimpactsystem

73 European Commission (2020). Sustainable Products Initiative  Available at:
https://ec.europa.eu/info/law/bettergulation/haveyour-say/initiatives/1256-8ustainablgroducts
initiative_en
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in contact with the external parts of the human body, or with the teeth and the mucous
membranes of the oral cavity, with a view exclusively or mainly to cleaning them, perfuming
them, changing their appearanceptpcting them, keeping them in good condition or

2021 g,
Ecolabel now apply both to ringdf and leaveon cosmetic products. They include:

correcting body

odours” (EC,

Toxicity to aquatic organismsritical dilution volume (CDV) of rins®ff products

Biodegradability of rinseff products

Aquatic toxicity and biodegradability of leawa products
Excluded and restricted substances

Packaging

Sustainable sourcing of palm oil, palm kernel oil aineiit derivatives

Fitness for use
Information on EU Ecolabel.

Article

The European Commission has observed a growth in interest in obtaining the EU Ecolabel,
mirroring the increasing interest on green products by consumers. According to the European
Commission, D57 licences have been awarded for 83,590 products in the EU. Taventy
percent (21%) (118 out of 2,057) were awarded to firifeosmetic products, covering 2,575

products (around 3% of the total number of awarded products) (EC, 2021g).
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Figure 61 Licences and products

Finally, in 2021,Henke| L * Or EVWMH, Natura &Ca and Unilever launched a global
consortium, open to all cosmetics company, to develop an environmental impact assessment
and scoring system for cosmetics products. This initiative aims at providing consumers with
comparable and transparent information about the emagatal impact of cosmetic products.

The assessment and scoring systems will be based on a common product lifecycle assessment
methodology for measuring the environmental impacts of a product, common database of
environmental impacts and tools to calcutatam in line with a harmonized system for scoring

the environmental performance (Unilever, 2021 he initiative has just been launched and it

is therefore too early to judge its scope and potential results.

74 Unilever,New cosmetics consortium to-design environmental impacssessment and scoring syst@o21.
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1.1.7 Onlinesales of chemicals

The evolutionof the problem of nowompliance of chemicals sold online with the CLP
Regulation over time will be shaped by the developmentdanemerce and regulatory and
nonregulatory initiatives that have been already undertaken by the Commission.

Data underpinnig the trend of increased online sales

Concerning the uptake of-a@mmerce services by consumers, an increased number of
consumer purchases are made online, therefore, chances rise that consumers will be affected
by noncompliant chemicals sold online. Batrom the EU annual survey on the use of
Information and Communication Technologies (ICT) in households and by individuals show
that in 2020 and 2023.around 8% of all individuals in the EU27 who have used the internet

in the three months prior to the survey bought cleaning products or personal hygiene products
online’®.

Online shopping behaviour of consumers was also explored by business entitiestafce,

in 2018, a research commissioned by Dynamic Parcel Distribution (DPD) to Kantar covered a
survey of 24,328 respondents from 21 European countries, while the survey performed by Ipsos
for PayPal covered 34,000 customers in 31 countries. The gedinthese researches are in

line with the data by Eurostat and also provide additional insight into consumer behaviour:

According to PayPal research, 43% of shoppers in Western Europe and 44% in Eastern
Europé’shop online domestically, while 9% and 1896, respectively, engaged only in cross
border shoppingOver 50% of Western and Eastern Europeans prefer large global stores

(e.g., Amazon or eBay) when purchasing from another countrgPayPal & Ipsos, 2018).

According to Dynamic Parcel Distribution reseh, 19% of online shoppers in Europe
purchased goods from foreign websites. Howevespime countries the number of online
shoppers buying from foreign countries is much highere.g., in Croatia- 29.6%, Ireland-
28.6%, Latvia- 27.9%, Portugal 27.6% and Slovenia 27.5%. 13% of online shoppers in
Europe in 2018 purchased online at least once per week (DPD Group & Kantar, 2018).

Also the number of EU companies usinganmerce increases constantly, and web sales
through websites, online sales apps] anline marketplaces play an increasingly important
role. According to Eurostat, in the period 202019, the number of enterprises witisaes
increased from 15% in 2010 to 21% in 2019. The turnover of enterprises generated from e
sales grew from 13%ni 2010 to 20% in 2019. Fifteen percent (15%) of EU enterprises
conducted esales using only websites or apps, while 3% used only electronic data interchange
(EDI) for sales and another 3% used both.

Chemicals industryis increasingly engaged in trading \a online marketplaces The
evolution of chemical online marketplaces could be tracked back to 1996 with the

> These are the only years for which data are provided.

76 Eurostat  database: Internet  purchasess goods or services (2020 onwards)
[ISOC_EC_IBGS__ custom_2139201]. This is the only product category reported in the survey which is subject
to CLP requirements. The statistics shows large differences between mumithie24% of Dutch individuals in

2021 having purchased cleaning products or personal hygiene products online, against 1% of all individuals in
Bulgaria.

"7 Russian Federation was also included in the group of Eastern European countries.
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establishment of such platformsE8 Plazain 1996. According té\ccenture early chemical
online marketplaces were mainly busings$usiness seices, while much later generalist
online marketplaces, such Afibaba.comstarted to offer chemical products to consumers
(Elser & Radel, 2026). In its annual chemical marketplaces repGhembidisted 61 online
platforms. According t&€hembid®, chemcal online marketplaces usually offer up to 10,000
products from up to 25,000 suppliers (Chembid, 8620

The following trends could be retrieved from a study on ebmsder online sales (Cross
Border Commerce Europe, 2029)

Growing revenues in crodsrder online retail sales. The study observed a 14.4% increase in
e-commerce revenues compared to 2018 (excluding travel sector). In 2019 thbordess
share was 23.55% of total online sales in Europe (EUL16).

The market share of EU and n&tJ players ironline retail is almost equal: 55% is generated
by the EU traders and 45% by nBtJ retailers. In 2019, the market share of the EU traders
increased by 3% compared to 2018.

Online marketplaces play a significant role in online sales. In-traster tradevithin the EU,

25 online marketplaces had a turnover of €10¢
increase of 17% compared to 2018. According to the study, online marketplaces grow faster
than the average market. In online trade by-Bbhretaiers, 80% of crosborder sales are
generated through online marketplaces, with

Estimations of incompliant chemicals related to the problems outlined above

Data on the CLP 1incomplakesaimand eutsidefthe &W that are ¢ he
relevant for problem 1 and data on imports that are relevant for problem 2 is not available. The
figures below are established based on estimations which bring some uncertainty on the place

of origin of sellers (it musbe assumed that in reality even more chemicals originate from
outside t he EU although they are sold by «
incompliagrzlce rate compared to mere samples, the number of consumers exposed to incompliant
chemicals-.

With respect to CLP nenompliant items from online sellers within the EU:

In 2021, 251 million consumers in the EU purchased goods online from sellers within the EU.
These consumers purchased 111 million items from categories of goods for which CLP
requirements are relevant for some of the goods.

"8Elser, B. & Radl, T. (2020) Why digital marketplaces deserve a chance in chemicedsccenture Chemicals

and Natural Resources BlogAvailable at: https://www.accenture.comi¥blogs/chemicalandnatural
resourcedlog/elsefradeldigital-marketplacesleservea-chancein-chemicals

7 Chembid is an online metasearch engine and intelligence platform for chemical business that compiles a yearly
chemical marketplaces report that reviews and compares emerging online platforms.

80 Chembid (2020). The chemical marketplaces report 2021 Available at:
https://f.hubspotusercontent40.net/hubfs/6037596/chembids%20Chemical%20Marketplaces%20Report%20202
1.pdf

81 The analysis was based on the data from 16 countries from Western Europe and Scandinavia that put limitations
on the findings of this study in terms of generalising its result to the EU.

82 See detailed description of the methodology used in the Appendix.
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Based on estimations, 16.6 hah of the 111 million items purchased by these consumers from
sellers within the EU were not compliant with CLP requirements.

Based on estimations, in 2021, 9.6 million consumers purchased one GcBmplmlnt item
from sellers within the EU and a fueh 3.5 million consumers purchased two CLP -non
compliant products from sellers within the EUmaking a total of 16.6 million CLP nen
compliant items purchased from sellers within the EU.

With respect to CLP nenompliant items from sellers outside the EU:

In 2021 there were some 69.5 million consumers in the EU who purchased goods online from
sellers outside the EU. These consumers purchased 32.4 million items from categories of goods
for which CLP requirements are relevant for some of the goods.

Based B0 on estimations, 7.3 million of the 32.4 million items purchased by these consumers
from sellers outside the EU were not compliant with CLP requirements.

Following the same logic as before, in 2021, 4.2 million consumers purchased one CLP non
compliantitem from sellers outside the EU and a further 1.6 million consumers purchased two
CLP noncompliant products from sellers outside the Elhaking a total of 7.3 million CLP
non-compliant items purchased from sellers outside the EU.

The number of nolwomplant items and consumers of those items is summarised in the table
below for all three scenarios (lower, central and upper).
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Table21: Number of norcompliant items and consumers of those items

Number of Number of consumers
non- purchasing
Non-compliance | Location of compliant one non two non-
issue seller items compliant compliant items
purchased per| item per year per year
year (million) (million) (million)
Lower scenario
REACH within EU 42.5 24.5 9.0
restriction noR 1 iside EU 17.0 0.8 3.6
compliant items
CLPnon within EU 11.1 6.4 2.3
compliant items | outside EU 4.4 2.6 0.9
Central scenario
REACH within EU 70.8 40.9 14.9
Lﬁﬂ;}ﬂ 7o | outside EU 31.0 17.8 6.6
CLP non within EU 16.6 9.6 3.5
compliant items | outside EU 7.3 4.2 1.6
Upper scenario
REACH within EU 110.0 63.6 23.2
L%S;:]rl'ochtfnr: 7o | outside EU 64.3 36.9 13.7
CLP non within EU 33.3 19.2 7.0
compliant items | outside EU 19.5 11.2 4.1

Description of draft and already applicable EU leqislation relevant for solving the problems

Taking into account the dynamic baseline, the following EU legislation should be considered:
the draft Digital Services A%, the draft General Product Safety Rigiorf, the already
applicable Market Surveillance Regulatignthe Consumer Rights Directffeand customs
legislatior?”.

83Proposal for a Regulation of the European Parliament and of the Council on a Single Market For Digital Services
(Digital Services Act) and amending Directive 2000/31/EC, COM(2020) 825 final.

84 Proposal for a Regulation of the European Parliament atitedouncil on general product safety, amending
Regulation (EU) No 1025/2012 of the European Parliament and of the Council, and repealing Council Directive
87/357/EEC and Directive 2001/95/EC of the European Parliament and of the Council, COM(2021I346 fin

8 Regulation (EU) 2019/1020 of the European Parliament and of the Council of 20 June 2019 on market
surveillance and compliance of products and amending Directive 2004/42/EC and Regulations (EC) No 765/2008
and (EU) No 305/2011, OJ L 169, p. 1.

86 Directive 2011/83/EU on consumer rights, OJ L 304, p.64.

87 Regulation (EU) N0 952/201Bayi ng down the Union Customs Code
amendnents made in 2019 and 2020 to the UCC Delegated Regulation (EU) 2015/2446 of 28 July 2015
supplementing Regulation (EU) No 952/2013 of the European Parliament and of the Council as regards detailed
rules concerning certain provisions of the Union Custdddsl. 343 29.12.2015, p. 1; Implementing Regulation

(EVU) 2015/2447 of 24 November 2015 laying down detailed rules for implementing certain provisions of
Regulation (EU) No 952/2013 of the European Parliament and of the Council laying down the Union Customs
Code, OJ L 343 29.12.2015, p. 558.

(“U(
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A description of the interface of those pieces of legislation with the analysed policy options
is provided in Annex 15 on online sales (baseline section).

1.1.8 PoisonCenters

The baseline from which policy options are assessed is the currently agplieghlatory
framework, i.e. obligations by downstream users and importers as per Adbcleoy
distributers and other supplier types as per Article 4¢1®nd clarifications of those
obligations enshrined in ECHA guidance. ECHA guidance already adtheegoblem the

best way possible, therefore, improving ECHA guidance was not explored -asgubaitory
policy o-policy-oma n(gen”™0 s cenario). To solve the
legislation is relevant, so that only the applicable legislaimhguidance should be taken into
account for addressing the problem. Based on assumptions, a max. of 50% of distributors who
should have to comply by virtue of Article 4(10) adhere to the rules in reality. This reality
scenario is not going to change diealy within the next 20 years without any legislative
intervention, thus the problem continues existing.

Notifications received by ECHA in 2021

The number of Notifications to Poison Centres (PCNs) received in 2021 was 1,444,290, but
submissions tanultiple Member States can be made in a single notification. Expanding the
number of notifications to include all multiple submissions results in almost 7.7 million
notifications. Submission numbers for the next years are expected to be lower give@1hat 20
was the first applicability date to notify information on consumer mixtures under the new
requirements of AnneXIll on poison centres.

Trends in chemicals intreEU trade

In the years to come, intaU chemicals sales (and hence distribution as aedexpected to
grow, which translates into increasitige scale of the problem of having information loss in
certain cased-igure 62shows the trend in sales between EU Member States have increased
steadily from 44.5% of all chemical sales in 2009 to 52.3% of all chemical sales in 2019.

88 Article 4(10) of CLP provides for the general obligation to comply with CLP. Based on ECHA guidance, a
distributor placing on the market a hazardous mixtur
relevant information, would run the risk of breaching Article 4(10) that substances and mixtures can only be
placed on the market if they comply with CLP.

89 Commission Delegated Regulations 2020/1676 and 2020/1677, @9, .31 and 3.
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Figure 62 Trend in sales between EU Member States

Data from Eurostd? shows thatin2020int/BE U s al es of chemicals acco
in 2020 (up from €207 billion-EUsales2002), whi c

Number of distributors and distributed productnd re-branders/relabellers and relabelled
product

In order to quantitatively assess how many mixtures should be notified to prevent information
loss, estimations were carried out which might have their limitations or bring about some levels
of uncertainty(see Annex 16)

Estimates further described Annex 16 conclude that intaU distributors place between
220,000-56 0, 000 product s on an ot hbranderMréalndlersr Stat
between 325007 7, 500 on their Member States’-market
637,500 productsistributed that should be notified. In reality a certain percentage of that range

will be notified already due toistributors adhering to Articlé(10) of CLP, hence the number

of not notified mixtures leading to information loss will be lower than thgedrom 252,500

— 637,500 products.

Cost of nonEurope

It is worth mentioning thathe entire poison centres format and notification system was already
significantly simplified without lowering the level of safety by adopting the latest versions of

Annex VIl on poison centres in 202%via delegated act. Before adoygiAnnexVIll, a study

by Kirhensteine et al. (2015) estimated that net cost savings acrossth€ BUSO0 mi 1 1 i on
annum (equivalent to €40, 000 per company) cc
CLP Regulation (cost of Europe non acting).

%0 Commission Delegateegulations 2020/1676 and 2020/1677, OJ L 379, p. 1 and 3.
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2 DISCARDED MEASURES

Table 21in Annex 7 provides the full list of measures that have been considered but discarded and the rationale behind thgiostcfeenin
further assessment.

Table 22: Discardedmeasures on the basis of initial screening

Problem area Discarded measure Justification for discarding

Identification and DM1 Promote the harmonisation of criteria for the new | Several industries were of the view that new hazard classes should be first
classification of hazard classes (ED, PBT, vPvB, PMT, vPvM) at the UN| introduced in GHS, and only aftin CLP, in order to ensure a level playing fie
chemical hazards level (GHS) before introducing them in the CLP and global harmonisation of rules. However, the lack of new hazard classes

long identified by scientists and stakeholders as an area where urgent actio
needed, and it is one of the high prioritiesntified in the Chemicals Strategy.
The option was discarded on three
block” system, leaving margins of
internally; i) discussions and agreements at UN level/arg lengthy processes
and former Commission’s and/or EU
classes were not successful. EU legislation and standards on chemicals ha
traditionally been the driver for higher international standards, including H$
and the EU criteria for the new hazard classes would be again the starting b
for a global discussion; iii) introducing new classes in CLP before GHS coul
lead to nortariff barriers to trade, but, on the basis of modelling from past
studies, thempact on international trade was estimated not be significant an
other variables such as energy pricesare much more relevant. Moreover, frg
a competitiveness angle, acting at
global frontrunnerin health and environmental standards, driving the EU
industry’s leadership in producing
playing field, and thereby giving the EU industry a competitive advantage
allowing it to increase its global market shdor chemicals and safer
alternatives.

DM2 createa repository of toxicity reference values Part of the baseline, this measure will be implementted within the One subs
one assessment process initiated by the Chemicals Strategy.

DM3 create aentral coordination mechanism to harmonj To be assessed by a study focusing on the one substance, one assessmen
toxicity reference values across different chemical approach. Such a central coordination mechanism, proposed in th& &l
regulatory framework EFSA Joint position paper on one substanoee assessment,[1] would include
coordinated problem formulation phase (i.e. identifying the correct scientific
question that needs to be answered) which would enhance predictability for
industry. Thismay include a public EU coordination registry, potentially
developed from ECHA’s PACT (Publi ¢
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increase transparency and predictability on substapeeific activities by
authorities across different chemical regulatogyrfeworks.

DM4 Risk Assessment Committee opinions include the
derivation of point of departures (NOAEL/NOAEC) wher
performing the review of harmonised classification doss
for the hazard classes under the scope of the harmonise
classification dossier

It does not appear meaningful to derive a point of departure without a
consideration of the complete toxicological profile of a substance.

Communication of
chemical hazards

DM5 Revoke the exemption for the labelling of the humg
health hazards of medicinal products

Effectiveness and proportionality: Legislation contains comprehensive provi
to assess hazards and risks to human health and to provide relevant inform
and nstructions to users. Additional labelling for human health hazards acca
to CLP would not contribute to an increased level of protection.

DM6 Revoke the exemption for the labelling of the
environmental hazards of medicinal products

Effectiveness ahproportionality: Ample evidence for negative environmental
impacts, but legislation contains comprehensive provisions for environment
assessment, risk mitigation and provision of information and instructions to
Ongoing initiatives aiming téurther mitigate the environmental impact of
medicinal products. Therefore, labelling for environmental hazards accordin
CLP is not expected to have a significant added value.

DM7 Revoke tle exemption for théabelling of the
environmental hazardg weterinary medicinal products

Effectiveness andrpportionality: Ample evidence for negative environmental
impacts, but legislation contains comprehensive provisions for environment
assessment, risk mitigation and provision of informationiasituctions to users
Ongoing initiatives aiming to further mitigate the environmental impact of
medicinal products. Therefore, labelling for environmental hazards accordin
CLP is not expected to have a significant added value.

DM8 Revoke the exemjn for the labelling of the
environmental hazards of medical devices

Relevance and effectiveness: No solid evidence for a negative environment
impact of products. Relevant legislation addresses environmental effects an
provision of information to sers. Labelling for environmental hazards accordi
to CLP is not expected to have a significant added value.

DM9 Revoke the exemption for the labelling of the
environmental hazards obsmetic products

Effectiveness: Solid evidence for negative envirental impacts from certain
ingredients. The relevant legislation does not provide for assessment of or
information on environmental aspects. While environmental risks posed by
cosmetic ingredients can be addressed by the horizontal provisions of REA
there is a regulatory gap in relation to information on environmental hazards
users, which may be closed by removing the exemption in CLP for cosmetic
products. However, the impact of CLP labelling on consumer behaviour (us¢
purchasing choices) is uncdrtaand a number of relevant initiatives (see Ann
14) are currently under way that may significantly change the availability of
information of environmental impacts, as well as the impact itself, of cosmet
products. Therefore, it is currently difficiti assess the impact of labelling for

185



environmental hazards according to CLP, and not possible to conclude whe|
removing the exemption for cosmetic products in CLP is a suitable option.

DM10 Revoke the exemption for the labelling of the
environmentahazards of food or feeding stuffs

No solid evidence for a negative environmental impact of products. Relevan
legislation addresses environmental effects and the provision of information
users. Labelling for environmental hazards according to CLPtiexpected to
have a significant added value.

DM11 Introduce digital labelling as an alternative to CLH
physical label

Significant costs for businesses (SMEs in particular) to implement the new
measures (one off and maintenance costs) associated vathplate access to
digital means by EU citizens. This was not widely accepted by stakeholders
particularly National Authorities as this would further deviate from the UN G
significantly.

DM12 Introduce mandatory digital labelling for CLP labe

Significant costs for businesses (SMEs in particular) to implement such a
measure. This option cannot exclude that some product users, particularly
consumers, would not be able to access digiaductinformation due to lack of
access to digital tools, lack digital skills and lack of internet connection.

Implementation of
CLP rules

DM13 Introduce obligation to make online platforms the
responsible actors for compliance in the EU

Not in line with the draft Digital Services Aéias well as the £ ommerce
Directive® providing for a conditional liability exemption of online platforms.

DM14: Change the entire system and allow submissiong
the ECHA portal only with
database and access by all MenBetes

Very disruptive measure for a system that is agplicable as of 2020; no
support from either Member States or stakeholders; measure would solve tf
problem only partially (not for Heranderstelabellers).

DM15 Amend CLP to make online gfarms the
responsible actor in the EU by default

Too disruptive measure for a just recently introduced system, not appreciatg
any Member State nor stakeholder.

DM16 Improving ECHA guidance on notifications to
poison centres

ECHA guidance has beassessed as already addressing the problem, but
improvements could not solve the main issues, as distributors continue plac
the market hazardous mixtures supplied ctumsler and rdoranded.

91 Proposal for a Digital Services Act and amending Directive 2000/31/EC, COM(2020) 825 final.
92 Directive 2000/31/EC, OJ L 178/1.
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Annex 8— New Hazard Classes

CONTEXT

The CSS calls for the strengthening CLP and, more specifically, states that the Commission
will “propose n enterichinCLR to flly address engirenmantaldoxicity,
persistencymobi 1 ity and bioaccumulation’ and ‘ens:
hazard classification and allows th® THeommi s s
CLP revision will be closely followed by the revision of REACH and other chemaigalative

acts (EC, 2020¢) that will benefit from the CLP revision as classification of substances and
mixtures trigger legislative actions or direct obligation under downstream legislation.

Several Sustainable Development Goals (SDG) are linkedstprbiblem, especially:

1 SDG #3 Good health and wdleing—-Tar get 3.9 < By 2030, s ub :
number of deaths and illnesses from hazardous chemicals and air, water and soil
pollution and contamination’ : t Isewill i nc1 us
contribute to this goal by better protecting human health.

1 SDG #6 Clean water and sanitatief a r get 6. 3 By 2030, 1impr
reducing pollution, eliminating dumping and minimizing release of hazardous
chemicals and materials, halvintpe proportion of untreated wastewater and
substantially increasing recycling and sa
also participate to this goal, in particular the new hazard classes on PMT and vPVM.

1 SDG #9 Industry, innovation and inftascture— Tar ge t 9. 4 ‘By 203
infrastructure and retrofit industries to make them sustainable, with increased resource
use efficiency and greater adoption of clean and environmentally sound technologies
and industrial processes, with all courgrigaking action in accordance with their
respective capabilities’ : t he new hazard
sustainable alternatives.

1 SDG #12 Responsible consumption and productidha r g e t 12.4 “By 20
the environmentally sounshanagement of chemicals and all wastes throughout their
life cycle, in accordance with agreed international frameworks, and significantly reduce
their release to air, water and soil in order to minimize their adverse impacts on human
health and the envirome nt ’° : t he new hazard cl asses
consequences, which will at the end impact the full life cycle of this products.

93 COM(2020) 667.
% COM(2020) 667.
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DESCRIPTION OF THE PROBLEMS AND THE CURRENT BASELINE
Description of the problems

During the development of the CLP, timéeintion was to keep the classification and labelling
criteria as close as possible to the UN GHS, to facilitate worldwide trade while protecting
human health and the environment (CLP recitals 5 to 8, 12, 13, 15 and 42). However, the
Fitness Check of cheugdls legislation other than REAGHfound shortcomings in the
legislative framework with respect to its coherence, because of the lack of horizontal
identification criteria for certain hazard properties. This has resultée fioflowing identified
problems:

1 hazard properties not covered by CLP and the UN GHS, not being identified, classified
and communicated to downstream users, linked to hazardous substances and mixtures
not identified and causing diseases and pollution and consumers and prafessos
not provided with sufficient information;

1 inconsistencies in risk mitigation measures adopted for substances with the same
hazards but regulated by different pieces of legislation, linked to insufficient
compliance and excessive administrativedeuar (in particular SMES);

i failings in triggering risk management provisions in downstream sspeific
regulations and directives referring to CLP hazard classific&tilimked to hazardous
substances not identified and causing diseases and pollution;

1 inefficiencies in the use of limited resources, as the same hazard properties are assessed
multiple times for the same substances according to different regulations, linked to
inefficient procedures for hazard classification and insufficient compliance and
excessive administrative burden (in particular SMES).

Ultimately, these inconsistencies undermine the protection of human health and the
environment and have been acknowledged by the CSS which lists, amongst other actions:, to
“propos e t oybindinghazardidentificatian gf #riddcrine disruptors, based on the
definition of the WHO, building on criteria already developed for pesticides and biocides, and
apply it across all legislation’;, ‘ylyr opos e
address environmental toxicity, persistency,
introduce, adaptorclarifyr i t eri a/ hazard cla¥ses in UN GHS

Endocrine disruption

The Worl d Heal t h Organisation defines an e
substance or mixture that alters function(s) of the endocrine system and consequently causes

9% SWD(2019) 199.

% Around 20 different legislative acts referring to CLP classifications were identified and analysed in RPA et al.
(2017b).

97 COM(2019) 640 final. Brussels, 11.12.2019
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adverse health effects in an intact organism, or its progen{suimpopulation ’ (I PCS,
2002)%

Over the last 30 years, the endocrine disrupting properties of chemicals have been the focus of
increasing scientific research, and the accumulated knowledge identifies EDs as a concern to
public and wildlife health (WHO/UNEP, 20P8;Vandenberg LN, Turgeon JL, 2021). The

high and increasing incidence of many endoerglated disorders in humansuch as asthma,

birth defects, neurodevelopmental disorders, cancer, diabetes and obesity in children and
cardiovascular diseases, cancer, diadend obesity, allergic and autoimmune diseases in
adults- have important parallels in some wildlife populations. Evidence on the roles played in
the disease outcomes by environmental and othergapatic factors, including chemical
exposure, IS growgn . Some links have become apparent
exposure as a risk factor in breast and prostate cancers; relationships between perfluoroalkyl
substances and child and adult obesity, impaired glucose tolerance, gestational diabetes,
reduced birthweight, reduced semen quality, polycystic ovarian syndrome, endometriosis, and
breast cancer) while more research is necessary on the associations between EDs and other
endocrinerelated diseases (WHO/UNEP, 2013; Kahn et al., 2020).

The interadbn between EDs and other environmental stressors is also under investigation,
with some research pointing to potential emerging problems (for example, Wu et al., 2022
report on the negative impact on fish populations of the synergetic action of incneaténg
temperatures due to climate warming and endocrine disruption from plastic pollution).
Importantly, only a small proportion of the chemicals on the market have been tested for
endocrine effects and t he di sease cantlys k du
underestimated (WHO/UNEP, 2013haffer et al. Z019) identifies EDs as a high priority

class of environmental health risk factdor inclusionin the future iterations of the Gbal

Burden of Disease (GBBtudy!®

Since 1999, the Europe@ommission has been working on prioritising suspected EDs for
evaluation, monitoring exposures and effects, develop and validate new testing methods and
increase public awareness on EDs (EC, 2&8£8b

Identification of known or presumed endocrine disrupt{EDS) is required for actives
substances by the Plant Protection Products Regulation (FPPRR) for actives substances
and products by the Biocidal Products Regulation (B®R)cording to criteria established,
respectively, in 2017 and 2018. REACH does contain identification criteria for EDs, but
these are identified as substances of very high concern (SVHCs) on-by«ase basis

%8 nternational Programme on Chemical Safé202) Global assessment on the statthefscience of endocrine
disruptors World Health Organizatiorhttps://apps.who.int/iris/handle/10665/67357

% UNEP State of the Science of Endocrine Disputing ChemicalsIlPCR2012, available ta
https://www.unep.org/resources/publication/stetenceendocrinedisputingchemcals-ipcp-

2012? ga=2.148289463.183897156.16433566826509983.1643356524

100 Shaffer RM et al. (2019): Improving and Expanding Estimates of the Global Burden of Disease Due to
Environmental Health Risk FactoiSnvironmental Helath Perspectives 127(10)obet 2019. Available at:
https://doi.org/10.1289/EHP5496

101 COM(2018) 734 final.

102Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning
the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and
91/414/EEC. OJ L 309, 24.11.20009.

103 Regulation(EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning the
making available on the market and use of biocidal prodOct4. 167 27.6.2012.
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following the ITPCS/ WHO definition and the a:s
carried out by the REACH Mereb State Committee. It should be noted that the same
definition and guidelines are used by REACH, BPR and PPPR.

Sectorspecific legislation on cosmetic products, medical devices, food contact materials,
detergents, toys or on any other chemical produats dot require the identification of EDs.
However, the use of potential endocrine disrupting substances may be subject to the scientific
opinion of expert advisory bodies. For example, while Regulation (EC) No 1223/2009 on
cosmetic product8* (CPR) does ndbave specific provision for endocrine disruptors, it does

ban the use of substances that are toxic to reproduction (which may for some substances also
be toxic via an endocrine disrupting mode of action); the scientific committee on consumer
safety (SCCSaddresses scientific concerns about the endoedigrapting properties (as well

as reprotoxicity and other properties of concern) of cosmetic ingredients through specific risk
assessments.

Because the lack of CLP on EDs is not filled by systematic fitstion in other regulations

there is incomplete information on the human health and environmental hazards of these
substancedt should also be noted that EDs are not included at UN GHSuBstances and
mixtures with ED properties are not systemalycalentified and classified, these properties
are not communicated to downstream users, |
informed purchase choices and to adopt suitable risk management measures. The lack of
identification criteria in CLP may sb result in the failure to define risk management
provisions in downstream sectgpecific regulations and directives referring to CLP hazard
classification. Moreover, substances suspected of having ED properties may be assessed
multiple times accordingtdifferent regulations, contributing to the inefficient use of limited
resources.

The inclusion of horizontal criteria for the identification and classification of EDs was
identified as an area for action in the EU's 7th EAP and their absence has teeacchy
many stakeholder&€C, 2020b:%° EC, 2019¢9).

It should be noted though that some stakeholders who participated to the consultation activities

in the framework of the Fitness Check on end
is a modeof action, while GHS/CLP focus on adverse effects. Adverse effects triggered by
endocrine activity are already covered by existing GHS/CLP hazard classes. ED classification
would be redundant’. Ho we v—e for,exampletthe &fict$ of a d v e r
obesogens— can be identified within the current existing hazard classes of CLP

PBT/vVPVB properties

Substances with persistent, bioaccumulative and toxic (PBT) and very persistent, very
bioaccumulative (vPvB) properties do not easily break diowthe environment and tend to
bioaccumulate. Even at low toxicity, they have the potential to cause severe harm, because they
build up, for example in the adipose tissue of mammals, increasing their concentration over
time. Once in the food chain, they gmafy at each level, leading to higher concentrations in

top predators and humans. Experience has shown that the accumulation of these substances in

104 Regulation (EC) No 1223/2009 of the European Parliament and of the CouncilNd\v&dnber 2009 on
cosmetic products (Text with EEA relevance).

105 SWD(2020) 251.

106 SWD(2019) 199.
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the environment is difficult to reverse, as cessation of emission does not readily result in
lowering theirconcentration, and the effects of this accumulation are unpredictable in the long

term in the case of VvPvB substances, ‘even 1f
long-term effects might be possible since high but unpredictable levelber@ached in man

or the environment over e x t9% Mdreoder, PBT/WRYB per i o
substances have the potential to contaminate remote pristine areas. They also pose particular
challenges to the reliability of quantitative risk assessmenh s a “safe” conce:i

environment cannot be established with the available methodologies (ECHA, 2017a).

To a certain extent, PBT and vPvB substances are already regulated by REACH: organic
substances placed on the market in quantities ofrirfegoor more per year have to undergo a
chemical safety assessment (article 14 of REACH), including a PBT/VPvB assessment
according to the identification criteria listed in Annex XlII of REACH. However, any
substance, even those that have not been remistean be identified as PBT/vPvB and
included in the Candidate List of substances of very high concern (Annex XIV of REACH) for
authorisation of their continued use(s) (article 57 of REACH).

PBT/vPVB substances meeting the criteria set out in paragraiphrihex D to the Stockholm
Convention® are controlled through the adoption of appropriate measures (article 3(3) of
Regulation 2019/1021 on persistent organic pollut¥Stsxcept for explicit exemptions, the
manufacturing, placing on the market and ussubstances— on their own, in mixtures or in
articles— is prohibited or restricted if the substances are included respectively in Annex | or
Il of the POPs Regulation.

Substances used in veterinary medicinal products and in medicinal products for imeman
(both outside the scope of CLP) undergo PBT screening according to European Medicines
Agency’ s whichdrefdr io REACH Annex Xlll criteria. Also the BPR refers to
REACH Annex XIlI criteria, but PBT and vPvB substances used in plant protgrtoncts

are identified according to the criteria listed in the PPPR. This creates a potential for
inconsistent PBT/VPVB hazard identification, due to differences in the assessment procedures
applied by each legal framework, the interpretation of theraitvariations in the use of a
weight of evidence approach, the availability of data for the assessment and the regulatory
consequences. This is in particular the case for substances with PBT/VPvB properties near the
trigger values (Rauert et al, 2014PR et al. 2017a). Under PPPR, a working Document on
“Evidence Needed to Identify POP, PBT and VAR¥B oper t i es fhaxbedhe s t i c i
developed which follow a different approach than the ones followed in other legislations.

So far, PBT assessments cadrbut according to the BPR and PPPR have resulted in only one
substance being inconsistently identified as a PBT: acetaftforica s i dent i fied

107 Guidance on the Application of the CLP Criteria. Guidance to Regulation (EC) No 1272/2008 on classification,
labelling and packaging (CLP) of substances amigtures. ECHA17-G-21-EN. Version 5.0- July 2017.
European Chemicals Agency, 2017.

1085tockholm Convention on persistent organic pollutants (POPs), available at:
http://chm.pops.int/TheConvention/Overview/Textofthe Convention/tabid/2232/Default.aspx

109 Regulation (EU) 2019/1021 of the European Parliament and of the Council of 20 June 2019 on persistent
organic pollutants. Available atitps://eurlex.europa.eu/legatontent/en/ALL/?uri=CELEX:32019R1021

110 Respectively EMA (2015) and EMA (2018).

11 https://ec.europa.eu/food/system/files/2a1Bpesticides_ppp_agmoc_guide_fate_evidence_identifpp-
pbtvpvb-props.pdf

112EC number: 60321-1; CAS number: 1354100-7.
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persistent and “toxic” under the BPR and t
substitutom nd approved for seven years only, whil
the PPPR and approved for 15 years (EC, 2019e).

The possibility of labelling for PBT/vPvB substances was raised by some MS during the co
decision process leading to theoption of CLP and supported by some political groups of the
European Parliament. The proposal did not gain sufficient support, but the legislator decided

to add article 53(2): ‘Member States and t he
their rolein the relevant UN for a, promote the harmonisation of the criteria for classification

and labelling of persistent, bioaccumulative and toxic (PBT) and very persistent and very
bioaccumulative (vPvB) subst allflo2009 thetEUpuhe 1 e v
forward a proposal to include PBT/vVPvB hazard classes and criteria in the UN GHS, but the

UN GHS expert stlscommittee concluded that the existing hazard classes for aquatic toxicity
would capture any substance with PBT or vPvB properind ensure adequate classification

and labelling (EC, 2019e).

It should be noted that hazard classification as intended in CLP and the UN GHS does not

foresee, at t he moment, the combination of p
of properies are used to trigger specific actions in terms of risk assessment and risk
management’ (UN, 2009). Indeed, while PBT/ vP

as for example CMRs in REACH, CLP and the UN GHS do not provide for horizontal
identification criteria. As a consequence, substances manufactured and imported in quantities
below ten tonnes per year with PBT/vVPvB propertiesand the mixtures containing these
substances— are not systematically identified and classified and their PBT/vPaBepties

are not communicated to downstream users, limiting their ability to adopt suitable risk
management measures and make informed purchase chidaesver, substances suspected

of having PBT/VPVB properties may be assessed multiple times accodiddfdrent
regulations, contributing to the inefficient use of limited resources. The lack of identification
criteria in CLP results in the failure to define risk management provisions in downstream
sectorspecific regulations and directives referringioP hazard classification.

PMT/vVPVM properties

Substances with PMT/VPVM properties pose grave concerns because they can enter the water
cycle, including drinking water, and spread over long distances, making the determination of
their impacts very challeimgg!!®. Many PMT/VPvM substances are only partly removed by
wastewater treatment processes and can even breakthrough the most advanced purification
processes at drinking water treatment facilities. Their incomplete removal coupled with
ongoing emissions mearthat their concentrations in the environment increase over time.
Despite progress, current analytical measurements are inadequate, and monitoring may
therefore not detect some of these substances (Hale et al., 2020).

Examples of PMT/vPvM substances pegfluorobutanesulfonic acid (PFBS) and its salts, and
GenX!S, which are compounds belonging to the class of g polyfluoroalkyl substances

113 UN committee of expés on the transport of dangerous goods and on the globally harmonized system of
classification and labelling of chemicals, UN/SCEGHS/18/INF.4, available at
https://unece.org/fileadmin/DAM/trans/doc/2009/ac10c4/SBEGHS18-inf04e.pdf

114 https://lenveurope.springeropen.com/articles/10.1186/s1230204404

115 Tradename of HFB-DA (3: 2,3,3,3tetrafluore2-(heptafluoropropoxy)propanoic acid) its salts and its acyl
halides.
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(PFAS) . In consideration of ‘“the large numb
including drinking vater- in the EU and globally, the number of people affected with a full
spectrum of 1llnesses and the related societ
require special attention.

The Member State Committee identified two groups of subssaftiePODA and PFBS$'9)
(2019) and one substance (tlidxane) (2021) as SVHCs and included in the Candidate list
for authorisation according to article 57(f) of REACH, because their individual properties as
well as the combination of their properties elgeitequivalent level of concern, having probable
serious effects to human health and the environritaie et al. (2020) applied 16 assessment
criteria'!’ to three case studié§ to demonstrate that PMT/vPVM substances elicit an
equivalent level of concern &BT/vPvB substances.

However, neither REACH nor any other legislative framework have identification criteria for
substances with PMT/vPVM properties. Since 2009, the German Environment Agency (UBA)
has been working on the development of identificaticiegal 1,

Drivers of the problems
The main drivers of the above problems are:

Missing provisions for identification of critical hazayds
Inefficient procedures for hazard classification

The missing information about critical hazards to human health and the environment is driven
by the lack of horizontal identification criteria and specific hazard classes coupled with
insufficient information on modes of actiand fate of the substanceéEhese drivers are
regulatory failures. As CLP does not require the generation of new information (article 8), the
latter driver should be addressed by the revision of the REACH Regulation.

The consequences of having missing information on the hazardbstdsces and mixtures

are that downstreamsers may adopt inconsistent and/or inadequate risk management
measures. Moreover, they carake purchase choices based on partial information. There is a
failure in the functioning of the generic approach to neknagement used in many pieces of
legislation, which refer directly to CLP hazard classification for triggering certain risk

116 Remarks: The combined intrinsic properties justifying the inclusion for the Member State Committee as a
substance for which there is scientific evidencerobable serious effects to human health and the environment
which give rise to an equivalent level of concern are the following: persistence, mobility, potential frarigag
transport, observed adverse effects (at least the following probable &feletsnan health: effects on the liver,

the kidney, and the haematological and immune systems and effects on development; at least the following
probable effects for the environment: population relevant effects on birds and mammals); as well as laaradsorpt
potential and high water solubility rendering the substance fully bioavailable for uptake via (drinking) water.
Together, these elements lead to a very high potential for irreversible effects

117 Serious effects to human health (Pose a threat to hunadii;hiereversible health effects; Delayed health
effects; Impaired quality of life). Serious effects to the environment (Irreversible exposure; Irreversible effect;
Intergenerational exposure and effect; Unknown/uncertain spatial scale; Disparity bpbirdesf release and

point of effect; Unknown/uncertain temporal scale; Uncertain/difficult to predict long term fate and toxic effects;
Harmful to the aquatic environment; Potential to reach pristine areas). Other effects (Increased societal costs;
Negatie effect on resources; Need for minimisation of emissions).

H18PEBS, Gen X and 1;dioxane.

119 Umweltbundesamt®MT and vPvM substances under REACHps://www.umweltbundesamt.de/en/PMT
subsénces
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management measures. Finally, the lack of horizontal identification criteria contributes to the
inefficient use of the limited reseces available.

If the current situation persists, BPR and PPPR will still provide for a systematic identification
of endocrine disrupting active substances according to the criteria established in the BPR and
PPPR. Without policy intervention, the iddictation of endocrine disruptors used in other
product categories would not be systematic but would still be identified as SVHCs on a case
by-casebasis following the ITPCS/ WHO definition
of ¢ oncer nbytheREAGHIMendber&iate Committee.

PBT/vPVB substances placed on the market in quantities of 10 tonnes or more per year would
be identified according to the criteria listed in Annex XIIl of REACH. Even those that have
not been registered could be ideietif as PBT/vPvB and included in the Candidate List of
substances of very high concern (Annex XIV of REACH) for authorisation of their continued
use(s) (article 57 of REACH).

There are no identification and classification criteria for substances with PMW/properties
in REACH or any other legal framework, even if under PPPR and BPR specific risk
assessments is triggered for mobile substances. PMT/VPVM substances would be identified

following the assessment of t hebythe REACH al e n't

Member State Committee according to Article 57(f) of REACH.

The pace of identification under REACH of substances with ED, PBT/vPvB or PMT/vPVM
properties would be largely dependent on resources allocated to SVHC identification. As a
follow-up to the SVHC Roadmap, the IRS started in 2016 with the aim to speed up the
identification of substances of concern, having as a target the assessment of all registered
substances by 2027, to conclude on whether they are a priority for data generatiether wh
enough information is available to determine their priority for regulatory risk management
(ECHA, 2021b). As revealed by the exercise carried out by ECHA to provide numbers of
substances that could potentially be identified and classified with ED/vPBB and
PMT/vPVM properties, for a large number of substances there would be the need for further
data generation, as substances registered with Annexes VIl and VIII have in general a very
limited data set.

Based on ECHA wor k, eré\etetajound 1h860 substadnces df poetial 0 ,

concern needing f urThé generatiba of the data eaan take ariywhere [ ..

from less than a year up to several years.
is available in Annex\.

CLP works as reference for a number of pieces of legislation, and without the introduction of
new hazard classes in CLP, some RMMs which are triggered by harmonised classification and
labelling would not be adopted.

Description of thecurrent baseline

CLP is the horizontal reference point for the identification and classification of the physical,
health and environmental hazards of chemical substances and mixtures for most EU chemicals
and chemicalselated legislation. However, the hazards defined u@ddét — and the UN

GHS— are not exhaustive, resulting in lack of communication on the hazards not covered by
CLP.
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As CLP does not contain hazard identification criteria for substances with ED, PBT/vPvB and
PMT/vPVM properties, under the baseline thesetanbss will keep being identified through

REACH (ED, PBT/vPvB and PMT/VPvVM substances), BPR and PPPR (ED, PBT/vPvB
substances). The BPR and the PPPR have established identification criteria for EDs. While
REACH does not contain identification criteria tDs, these can be identified as SVHCs on
acasdbycase basis following the IPCS/ WHO defini
level of concern” carried out by the REACH W

REACH requires registrants to carry out a PBT asseddoresubstances placed on the market

in quantities of 10 tonnes or more per year. Any substance under the scope of REACH can be
identified according to the criteria listed in Annex XlIl of REACH as PBT or vPvB and, as for
EDs, may be identified as SVHCar{icle 57 of REACH). The BPR refers to REACH Annex

XIII criteria, and the PPPR contains PBT/vPvB identification criteria.

Neither REACH nor any other legislative framework have identification criteria for substances
with PMT/VPVM properties, but they che identified as SVHCs under REACH.

ECHA” s i1integrated regulatory strategy bring
REACH and CLP. It is based on the efficient selection of substances and groups of substances
that raise potential concern, so tirdbrmation needed to assess their safety is generated and

any remaining concerns addressed through the most suitable regulatory risk management
measures. ECHA and MSCAs carry out the following substapeeific activities: data
generation and assessmefatossier evaluation, substance evaluation, informal hazard
assessment of PBT/VPVB/ED properties); assessment of regulatory needs (ARN); and
regulatory risk management (harmonised classification and labelling, SVHC identification,
restriction)2°

Under thebaseline, it is assumed that these activities will keep contributing to the identification
of ED, PBT/vVPvB and PMT/VPVM substances. The assessment of regulatory needs may be
based on sufficient available information or on data generated on missing Imd@argiion
following compliance checks, testing proposals and substance evaluation. In addition, the ED
and PBT expert groups support the identification of ED and PBT/vPvB substances.

ECHA and MSCAs select substances that are to be evaluated to clarifenieir use poses

a risk to human health or the environment. The selection is carried out on the basis of risk
based criteria. The substances selected for substance evaluation (Chapter 2 of the REACH
Regulation) are included in the community rollingi@ctplan (CoRAP) following the opinion

of the Member State Committee. The evaluation of each substanceler substance
evaluation- is carried out by a designated Member State by assessing all registration dossiers
from all registrants specific to treame substance or group of substances, considering other
sources of information and by requesting and assessing new data from the registrants, typically
going beyond the standard REACH information requirements. Following the assessment of all
information,if the evaluating Member State considers that the use of the substance poses a risk,
it may proceed by proposing: harmonised classification and labelling for certain hazards,
identification of the substance as SVHC, an-&ide restriction, EbUwide occupatnal
exposure limits, national measures or voluntary industry actions.

120 planned, ongoing or completed activities are listed in the Public Activities Coordination Tool (PACT).
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As of February 2022, the CoRAP includes 392 unique substances/&ttBesveen 2012 and

2023, Member States evaluated, are evaluating or plan to evaluate 90 substances for their
suspeted ED properties and 151 substances for their suspected PBT/VPVB properties.
Additionally, 23 substances are undergoing an ED assessment under tf& B&Rata could

be found on the number of substances undergoing an ED or PBT/vPvB assessment under the
PPPR!2® So far, no substances have been included in the CoRAP to investigate suspected
PMT/vPVM properties.

Following data generation (or the evaluation of the available information considered sufficient
for the purpose), the regulatory needs of substanmubgraups of substances are asse¥ded.

The outcome can be that either there is no need for action or that regulatory risk management
at EU level is required. The followp regulatory actions are: harmonised classification and
labelling, SVHC identification restriction, or action through other EU legislation. The
assessment can also result in a request for additional data (e.g. through substance evaluation).

As of February 2022, the candidate list of substances of very high concern for authorisation
includes 444 entries, of which 113 were included because of their ED properties, 114 because
of their PBT/vPvB properties and 21 because of their PMT/vPvM properties. It is assumed that
Member States or ECHA would keep proposing substances to be identifiedH&s &Vthe

same rhythm. It should be noted that the group approach may result in higher numbers of
substances being identified as EDs or with PBT/vPvB or PMT/VPVM properties. Substances
and groups of substances can also be identified for restriction th#imeauthorisation. The
effect of the inclusion of groups of substances could be large: for example, the announced
intention to submit a restriction proposal for PFAS would affect more than 6,000 substances,
although only around 2,000 are currently regyisd’?® Finally, biocidal and plant protection
active substances that exhibit ED or PBT/VPvB properties should not be approved, in
principle 12’ for their use in biocidal and plant protection products, in accordance with the BPR
and PPPR?8

By forecasting numers of substances through linear regression using the known values for the
period 20082022, in 2032 the candidate list would include 799 substances, of which 206 for
ED properties, 214 for PBT/vPvB properties and 67 for PMT/VPVM properties. In 2042, the
candidate list would include 1,126 substances, of which 293 for ED properties, 306 for
PBT/vPvB properties and 110 for PMT/vPvM propertiegure 63.

21 Note that ECHA webpages may indicate a slightly lower number of substances/entries than those listed in the
downloadable list, also because ogp entries are split in different rows. Source:
https://echa.europa.eu/information-chemicals/evaluation/communitglling-actionplan/coraptable

122 https://lecha.europa.eutedsessment

1231t should be noted that the review under BPR and PPPR ensgsit, but limited to ED category 1.

124 As of February 2022, the ARN registiyti{ps://echa.europa.eu/assessnregulatoryneeds lists 754 entries
between substances and groups of substrfor a total of 2,116 substances. In the downloadable spreadsheet,
group entries are split in different rows. However, not all groups are split (e.g. PFAS has one single row) and
therefore the total number of unique substances is larger. The needutatory action, if any, can be identified

for the whole group, a subgroup or a single substance.

125 https:/iwww.rivm.nl/en/pfas/officiastartto-banpfasin-europe

126 https:/lecha.europa.eu/kmtpics/perfluoroalkylchemicalspfas

127 Derogations are foreseen.

128The reasons for neapproval of active substances are not easily retrieved from ECHERBA databases, if

not by checking the opinions oihg-one.
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Figure 64: Number of substances included in the candidate list of SVHCs for ED, PBT/VIPNBTovPVvM

properties or other hazards per year
Source: ECHA Candidate list (projections of the authors)

As most of the substances may be used in more than one mixture, it is necessary to estimate
the number of mixtures that would be impacted by the identification of a substance with one
or more of the considered properties. Estimating this is difficultdeersl reasons:

1 There is no central repository that compiles information on the nuofipeixtures for
the entire EU;

1 Some of the possible information sources are not publicly available, such as the
information provided to Poison centres for medical emecyg?® or the German
Federal Institute for Risk Assessment (Bff).

Ricardo (2021) estimated that 16,969 substances (including UVCBs) and 190,702 mixtures
would be impacted by the extension of the generic approach to risk management to the
following hazard asses: ED, PBT/vPvB, PMT/VPVM, respiratory sensitisation Cat. 1, 1A and
1B, STOT RE/SE Cat. 1 and 2, immunotoxicity, neurotoxicity, CMR Cat. 2, Skin Sensitisation
Cat 1, 1A and 1B, aquatic chronic 1 and 2 (Ricardo, 2021, p.50). These estimates imply an
average number of mixtures per substance of around 11.

An alternative estimate was derived by analysing the SPIN (Substances of Preparations in
Nordic Countries) and extrapolating the result to the'BThe average of five mixtures per
substance was multiplied by a factor of five for projection to the entire EU, resulting in an
average of 25 mixtures placed on the EU market per single substance. This is consistent with
the estimates in the 2017 FitneskeCk, which used figures of 99,000 substances and 2.5
million mixtures subject to reclassification, labelling and safety data sheets preparation to
produce an average of about 25 mixtures per substappging these two estimates (11 and

129 https://poisoncentres.echa.europa.eu
10 see e.ghttps://www.bfr.bund.de/en/notification_of produdi8144.htm| accessed November 2021.
B1The methodology and the results are detailed in the section on the policy options.
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25 mixtures pesubstance) to the numbers of SVHCs in 282and the stimated number of
SVHCs in 2032nd 2@2 produces the estimates for the total numbers of mixturéshle 26

Table27: Estimated number of mixtures containing SVHCs with ED, PBT/vPvB, PMT/VPVM properties

2022 2032 2042
Number of mixtures based on 11 mixtures per substance
ED 100 2,300 3,200
PBT/vPvB 200 2,400 3,400
PMT/vPVM 100 700 1,200
Total 400 5,300 7,800
Number of mixtures based on 25 mixtures per substance
ED 300 5,100 7,300
PBT/vPvB 400 5,300 7,700
PMT/vPVM 200 1,700 2,700
Total 900 12,200 17,700

More accurately, the totals provided in the table relate to the number of classifications for
mixtures rather than the number of mixtures. This is because some mixtures may meet the
classification criteria for more than one of the hazards.

Table 27summarises the estimates of the numbers of substances and mixtures with ED,
PBT/vVPvB, PMT/vPVM properties that would be identified and classified under the baseline.

Table28: Estimated number of substances and mixtures with BD)\HPVB, PM/vPVM properties that wouls

be identified and classified under the baseline

2022 2032 2042
Number of substances*
ED 13 210 290
PBT/vPvB 15 210 310
PMT/vPVM 7 70 110
Total 35 490 710
Number of mixtures**
ED 100¢ 300 2,300¢ 5,100 3,200¢ 7,300
PBT/vPVB 200¢ 400 2,400¢ 5,300 3,400¢ 7,700
PMT/VPVM 100¢ 200 700¢ 1,700 1,200¢ 2,700
Total 400¢ 900 5,300¢ 12,200 7,800¢ 17,700
Notes: *rounded to the nearest tens; **rounded to the nearest hundreds

POTENTIAL PoLICY MEASURES
Policy measurel: Adding new hazard classes.

This measureaims at increasing coherence in the legislation by providing horizontal
identification and classification criteria and providing the opportunity to develop CLH dossiers
for substances classified ftnese new hazard classes, in order to promote the adoption of
adequate and consistent RMMs for different substance uses, triggering risk evaluations and
restrictions in downstream legislation and lowering exposure to hazardous chemicals in a
timely mannethrough increasing the number of CLH substances. A detail of can be found in
Table 28

132 As of March 2022, only 13 EDs, 15 PBT/vPvB and 7 PMT/vPvM SVHCs are still regyilstand therefore on
the market.
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Table29: PO1: Adding new hazard classes.

Policy measure

Category

Description

Adding ED, PBT/vPvB, PMT/VPVM hazard classes

Add HH and ENV EDs Cat. 1/
hazard classes

Add PBT/VPVB hazard class t
CLP Annex |

Add PMT/VPVM hazard class t
CLP Annex |

Hard,
legally
binding
rules

The Commission to include HH and ENV EDs Cat.
hazard classes and identification criterightmex | of CLP.
The requirement should enter into force at the same tin
the changes to REACH Annexes to include tes
requirements for endocrine disruption.

The Commission to include PBAPvVB hazard classeand
identification criteria to Annex | of CLP. The requiremg
should enter into force at the same time of the chang
REACH Annexes to include testing requirements
PBT/vPVB.

The Commission to inade PM¥PVM hazard classes ar
identification criteria to Annex | of CLP. The requiremg
should enter into force at the same time of the chang
REACH Annexes to include testing requirements
PMT/NPVM.

Including ED, PBT/vPvVB, PMT/vPVvM for CL

H

Include HH and ENV EDs
among the substances subject
CLH

Include PBTvPVB substance
among those subject to CLH

Include PMTvPVM substance

among those subject to CLH

Hard,
legally
binding
rules

The Commission to amendirticle 36 of CLP to prioritise
CLH to be proposed for EDs.

The Commission to amenfirticle 36 of CLP to prioritise
CLH to be proposed for PBT/vPvB substances.

The Commission to amendirticle 36 of CLP to prioritise

CLH to be proposed for PMT/vPvM substances.

Options discarded

All optionsinvolving neurotoxicity and immunotoxicity hazard classes and substances toxic to
the terrestrial environment were discarded at this stage. Indeed, the scale of the problems

caused by these hazards need further investigation, before deciding on theyhestackle

the problems linked.

Stakeholders consultation

In open text responses to OPC, TSS and in interviews, stakeholders provided different opinions
with regards to policy options listed in this section. It should be noted that stakeholders
provided omments on specific policy options and measures, while some policy options and
measures were not in the focus of stakeholders or were not addressed.

Consideringthe aldition of ED, PBT/VPvB, PMT/VPvM hazard classes, stakeholders were

cautious about the ighment of the new hazard classes with GHS. Mostly business entities
emphasised that the diverging approaches to hazard classes in the EU will put the EU
businesses in disadvantaged competitive position in the global trade because of increasing costs
to adustto differences in classification and labelling of costs in the EU and in other countries.
Furthermore, stakeholders provided comments about the necessity for clarity in defining

category 2 hazard classes for endocrine disruptors. Business entitidghiegl that
suspected’
so-called blacKlisting effect of some products. In turn, it could result in reformulation of
products and in some cases, regrettable substitutiotipldutomments with varying opinions

communicati

o n

of

hazards of
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about legal wording of category 2 were provided by the members of CASGsuhittee of
CARACAL.

Estimation of the number of substances that may be classified as EDs, PBT/vPvB
substances and PMT/vPvM substances

The mehodological approach described in Annex IV estimates the number of substances
expected to be classified for EBBT/VPvB or PMT/vVPvM properties based on information on
23,751 substances in a combined inventibiig.important to reiterate that there aigngicant
uncertainties on the estimates of the number of substances that may be classified for the new
hazard classes.

Number of ED substances

Based on ECHA WF approach, 80 of the 272 substances corresponding to tonnage level of
Annex X to REACH in baske2 with potential ED properties are expected to have these
properties confirmed. This estimate implies that ED properties are not confirmed for 192
Annex X substances in basket 2. With the 12 Annex X substances from basket 1, 92 Annex X
substances are exqted to be classified as ED substances. This figure is multiplied by 11 to
obtain the projected number of 1,012 ED substances among all substances in the inventory.
ECHA approach estimates the number of substances for which ED properties are already
confirmed (basket 1) or are likely to be confirmed (a subset of basket 2). The total of 1,012
substances is therefore expected to represent confirmed (i.e. Cat. 1) ED substances.

Subsequent analyses aim at differentiating ED Cat. 1 and Cat. 2 and assigniagcesh®
the envisaged new hazard classes ED HH & ED ENV.

The WFs applied by ECHA to give a point estimate for basket 2 substances likely to be
identified as ED Cat. 1 can be used for deriving lower and upper end estimates of the number
of substances Iy to be identified as ED Cat. 1 by using different Wk affitvalues. The

lower and upper end estimates do not differ from the ECHA estimate with respect to basket 1
substances but only with respect to basket 2 substances.

Table 29shows the assignment of ED Cat. 1 to the WF assigned by ECHA. Note again that
this assignment is performed in this impact assessment and was not done by ECHA. The lower
end estimate (AAL) identifies less substances as ED than the upper end estimat2) (AA

Table30: WF assigned by ECHA and derivation of lower and upper end estimates

Substance assigned to category
Substancespecific WF (all possible values) AA-1 (lower end) | AA-2 (upper end)
0.2 Not ED Not ED
0.25 Not ED ED Cat. 1
0.5 ED Cat. 1 ED Cat. 1
0.6 ED Cat. 1 ED Cat. 1
0.8 ED Cat. 1 ED Cat. 1

In the alternative analyses, each substance in basket 1 and basket 2 is identified as being ED
Cat. 1 or as being not ED. This is a major difference with ECHA approach that does not require
the identification of specific substances. The number of substasseggned to each category
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are counted and c¢can be Table 80pummarises theaesufisofHtAe’ s ¢ s
estimates.

Table31: Estimated number of substances expected to be identified as ED Cat. 1

Approach ED Cat. 1

AA-1 836

ECHA 1,012

AA-2 1,276

These number s represent projections based 0

combinednventory. Substances identified as ED (ED Total) represent 4.3% (ECHA approach
and central estimate) of the total number of substances in the combined inventory, with a lower
end estimate representing 3.5% (AAand uppeend estimate representing 5.4%A(-2).

These analyses suggest a relatively narrow range of the number of substances expected to be
identified as ED.

Categorisation (ED cat. 1 and ED cat. 2)

The new ED hazard classes currently under discussion between experts will involve a
categorisatiomnto ED Cat. 1 and ED Cat. 2. Estimating the number of ED Cat. 2 substances is
associated with a higher uncertainty than the estimate of ED Cat. 1 substances, since there are
no data on which it could be based.

Nonetheless, classifications for reproductive toxicity were evaluated to derive these estimates.
Reproductive toxicity is chosen because:

- Endocrinemediated effects may result in reproductive toxicity; and
- Classifications for reproductive toxicityftBrentiate between confirmed (Repr. 1A and 1B)
and suspected (Repr. 2) effects.

It is acknowledged that endocringediated effects may also result in effects on other organ
systems and e.g. manifest themselves in repeated dose toxicity. However catamssfifor
repeated dose toxicity (i.e. STOT RE) do not differentiate confirmed and suspected effects.

Harmonised classifications for reproductive toxicity were extracted from Annex VI of the CLP
and the number of setfiassifications in REACH registration dossiers was taken from
Karamertzanis et al. (2019). This latter source provides numbers of subslassé®d either

as Repr. 1A/1B or Repr. 2 at the end of each quarter (i.e. four values per year). The most recent
figures from this publication were used (as per 31 December 2017), but all figures after the
second REACH registration deadline (31 May 204how an identical fraction of substances
classified as Repr. 2 (57%) among all those classified for reproductive toXidiyle 31

shows tle resuls of these evaluations.

Table32: Fraction of substances classified as Repr. 2 among all those classified for reproductive toxic

CLH Self-classifications in registration dossiers Total
Repr. 1A/1B 206 464 670
Repr. 2 148 603 751
Total 354 1067 1,421
Fraction of Repr. 2 42% 57% 53%
Repr. 2 / Repr. 1A/1B 0.718 1.30 1.12
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The data show that the fraction of Repr. 2 classifications among all substances with Repr.
classifications is lower in CLH (42%) than it is in registration dossiers (57%). This finding is

not unexpected, since CLH may have a higher focus on confirmediuegik@ toxicants while
self-classifications may tend to Repr. 2 classifications, possibly due to a lower degree of
conservatism being applied. Consequently, less substances are classified as Repr. 2 than are
classified as Repr. 1A/1B in CLH, while the agjte is true in selElassifications from
registration dossiers.

The total numbers (i.e. the weighted mean of both datasets) indicate that the number of
substances classified as Repr. 2 is dit2s the number of those classified as Repr. 1A/1B.
This figure is taken to estimate the number of substances expected to be classified as ED Cat.
2. For example, the figure of 1,012 substances identified as ED Cat. 1 in the ECHA estimate is
multiplied by 1.12, resulting in 1,133 substances estimated to be ER.Cat.

Table33: Number of substances assigned ED Cat. 1 andCRD 2

Approach ED Cat. 1 ED Cat. 2 Total ED
AA-1 836 936 1,772
ECHA 1,012* 1,133 2,145
AA-2 1,276 1,429 2,705

Notes: * Only this figure was estimated by ECKZ®21a); all other numbers in this row are derived
explained in the text.

Differentiation by ED effects by impact area (human health, environment)

Two datasets are used to analyse the fraction of substances identified as EDs for the impact
areas ohuman health (HH) or environmental organisms (ENV) among those identified as ED
(without impact area):

All substances in ECHA basket 1 (including Annex X substances);
Substances assessed as being ED n ECHA’s ETLC
also used in ECHA’s evalwuwuation ( e. there i
and ECHA’”s basket 1), only substances from t
basket 1 are considered for these analyses.

i
i

Note that substances idéi®d as having ED effects in both impact areas (HH & ENV) are
assigned to both groups (HH and ENV), since only two hazard classes are envisaged. This
approach is meaningful for estimating the fractions assigned to the two intended hazard classes
ED HH andED ENV.

Table 33presents the number of substances per impact area as well as the corresponding
fraction of the total number identified as ED (in bretsi for each of the two datasets. The
second last column shows the sum of the number of substances from the two datasets and the
corresponding fractions. The last column provides estimated fractions that are roughly based
on the fractions obtained for botatasets combined. The last row of the table also indicates

the number of substances in each dataset that is included in each of the two impact areas.

Table34: Derivation of the fractions of ED substances per impact area
Impact area All ECHA basket 1 ED Assessment List Total Estimate
substances
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HH 13 (41%) 2 (40%) 15 (41%) 40%
ENV 19 (59%) 3 (60%) 22 (59%) 60%
HH & ENV* 8 2

Notes: * Number of substances included in HH and ENV, since these substances are idebtiiegl BB in
both impact areas.

Final estimates

The fractions per impact area derived in the previous section are assigned to the numbers of
substances per category estimated above. The same fraction of 40% (HH) and 60% (ENV) is
assigned in each category.

Table 34provides the number of substances expected to be identified as ED differentiated by
ED category and impact area among all substances (ECHA basket 3). The last column shows
the total numberfosubstances identified as ED already reported above. As noted earlier, the
impact areas used here are not mutually exclusive: in other words, any given substance may be
counted in HH and ENV.

Table 35 Estimated number of substa® expected to be identified as ED with categorisation

differentiation by impact area

Type of estimate ED Cat. 1 ED Cat. 2 ED Total

HH ENV HH ENV HH ENV | All
Lower end (AA1) 334 502 374 562 708 1,064 | 1,772
Central estimate (ECHA approach| 405 607 453 680 858 1,287 | 2,145
Upper end (AA2) 510 766 572 857 1,082 | 1,623 | 2,705

Notes: * Note again that ECHA only derives the ED Cat. 1 estimate and does not differentiate by imp4
The sum of 1012 ED Cat. 1 substance is included in ECHA (202itathe assignment to HH (N=405) al
ENV (N=607) is performed in this study.

Based on the total number of 23,751 unique
central estimate of 1,012 substances identified as ED Cat. 1 represents 4.3%. Ulsrigdatie

factor of 1.12, an additional 1,133 substances are estimated to be identified as ED Cat. 2 (4.8%
of the combined inventory). In total, 2,145 substances (9.0%) are identified as ED in the central
estimate.

Overall, the high uncertainty of the estimafigures reflects the fact that the data required for
the classification as ED (including categorisation and differentiation by impact area) are not
yet available. It must also be stressed thexten if the estimated numbers prove to be close to
the rehnumbers- they would only materialise if all necessary studies have been conducted
for all substancedmportantly,informationgeneratedby the new Annex VIl requirementsr

ED testing that may be included in REACH following its revision cardweitify ED category

1 and 2:substances thatill have positivan vivo mechanistic information in the followp

will not be classified as ED cat 1 or 2 according to CLP. Classification requires both endocrine
activity and adversityin vivo positive substances will not meet the CLP criteria for ED
cakegory 1 or 2 because data on adversity is missidgwever, the new Annex VII
requirements would enable the identification of potential EDgeven if not
classified/classifiable as EDapd theréore prevent regrettable substitutions, as industyld

be unlikely to substitute a known ED with a substance thiat @so endocrine activityi.e. a

very likely ED.
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Moreover, thenumber of 1,012 potential ED substances was estimated by ECHA by
extraplating to the full registration database of over 23,000 substances, wheweas
information requirements about ED properties may affect aslybset of the overall number
leading to the identification and classification of a lower number of substaands,
consequently mixtures.

Number of PBT/vPvB substances

Table 36summarises the relevant numbers included in ECHA (2021a).

Table36: Summary of the estimated number of PBT/vPvB substances by ECHA

Annex X substances All substances

Basket 1 | Basket 2 total | Basket 2* | PBT/vPvB total** PBT/vPvB total
PBT 1
vPvB 3
PBT & vPvB 7
PBT/VPVB 11 99 25 36 396
Total
Notes: *Application of the ECHA WF approach (see above). ** Sum of basket 1 and basket 2.

Subsequent analyses are based on the following assumptions:

The size of the WF assigned by ECHA is assumed to be indicative of whether a
substance is identified as PBT/VPvB. This assumption is implicit in the statistical
approach applied by ECHA to derive point estimates of the total number of substances
having ths property.

Direct application of WF cubffs to differentiate PBT/vPvB substances from those that are not
PBT/vPVB at the substanspecific level (rather than in a statistical approach) is valid to derive
lower and upper end estimates. This appeaeasonable assumption, since it directly reflects
the general approach taken by ECHA.

Table 36shows the assignment of PBT/vPvB categories in this ingssessment to the WF
assigned by ECHA\ote again that this assignment is performed in this impact assessment and
was not done by ECHAThe lowerend estimate (AAL) identifies less substances as
PBT/vPVvB than the uppeand estimate (AA).

Table37: WF assigned by ECHA and resulting classification

Substance assigned to category
Substancespecific WF (all possible values) AA-1 (lower end) | AA-2 (upper end)
0.12 Not PBT/vPVB Not PBT/VPVB
0.3 Not PBT/vPvB PBT/vPVB
0.8 PBT/vPvB PBT/vPVB

The number of substances identified as PBT/vPvB is counted and can be compared to the
ECHA estimateTable 37provides the estimates for all three approaches.

Table38: Estimated number of substances expected to be identified as PBT/vPvB

Approach PBT/vPvB
AA-1 143
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ECHA 396
AA-2 847

Based on the total number of 23,751 unique substances ECHA’ s combined
substances identified as PBT/vVPvB represent 1.7% (ECHA approach) with a range of 0.60%
(AA-1) to 3.6% (AA2). These analyses suggest a relatively wide rangdeohumber of
substances expected to be identified as PBT/VPVB (factor 6 between minimum and maximum
estimate). This relatively wide range results from the fact that the majority of the 99 basket 2
substances in the evaluation (N=64, 65%) is assigned af\WR. These 64 substances are
identified as not PBT/vVPvB in AA, while they are assigned to the PBT/VPVB group in AA

2.

Assignment to hazard classes

The ECHA approach does not differentiate PBT and vPvB properties for basket 2 substances.
Since the numdr of substances per envisaged hazard class (PBT and vPvB) are useful for the
impact assessment, the approach for identifying fractions follows the one applied to assign ED
substances to impact areas. In the case of PBT/VPvB properties, the followirejsdatas
evaluated:

All substances in ECHA basket 1 (including Annex X substariégs);
Substances assessed as being PBT %¥nd/or vPvVvB

As noted for ED properties, there is substantial overlap between these datasets, since the PBT
As sessment List wa s also wused as an 1nput
substances from the PBT Assessment List were only used in this evaluati@y, are not

included in basket 1. Substances identified in these list as being PBT & vPVB (i.e. possessing
both properties) are assigned to each of the two intended hazard classes. Their numbers are
provided in the last row ofable 38 For example, 17 of the 23 substances identified as PBT
among the basket 1 substances are also identified as VRbER. 38summarises the outcome

of these evaluations. The percentages given in brackets are the ones for the hazard class as a
fraction of the sum of both hazard class&s.

Table39: Fractions of PBT and vPvB substances among those identified as PBT/vPvB

Impact area | ECHA basket 1 substances | PBT Assessment List Total Estimate**
PBT 23 (45%) 6 (46%) 29 (45%) 45%
vPvB 28 (55%) 7 (54%) 35 (55%) 55%
PBT & vPVvB* | 17 2

Notes: * Numbebf substances included in PBT and vPvB, since these substances are identified as be
PBT and vPvB. ** Roughly based on fraction obtained in the evaluation of all three datasets.

The data show that more than half of the substances identified as PBT are also identified as
vPVvB (see ECHA basket 1 substances). This is not true for the substances from the PBT

133 As noted above, the ECHA evaluation of substances in basket 2 does not differentiate by impact area.

B4 https:/lecha.europa.eu/de/patcessed 6 November 2021.

135 Since substances with both PBT and vPvB properties are assigned to both hazard classes, the theoretical number
of “substances’ in these evaluations are higher than
basket 1: 1 PBT, 3 vPvB and BP & vPvB). The 7 substances are assigned to both hazard classes, resulting in

8 PBT and 10 vPvB substances. This results in 18 the
(56%) are vPVB.
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Assessment List that are not already included in basket 1, but in thidheasaniple size is

very small. The estimated percentages in the last column of the table are used as a pragmatic
approach to assign substances to the envisaged new hazard classes PBT and vPvB, since the
fractions obtained in the two datasets are practiadiytical. However, these fractions involve

a high uncertainty, since they are based on small samples. The estimated fractions are assigned
to the total number identified as PBT/vPvB, resulting in a final estimate of the number of
substancebor these haard classes.

Final estimatesinddiscussion

Table 39summarises the final estimates, providing the split into the two envisaged hazard
classes for the central estimate representing the total number of expected PBT/vPvB substances
derived in ECHA (2021a) (N=396) as well as a lowad (N=143) and an upperd estimates
(N=847).1t is important to note that ECHA did not provide separate estimates for PBT and
VPVB substances. This allocation was carried out by the consultants supporting the impact
assessment.

Table40: Final estimate orthe number of substances expected to be classified as PBT and vPvB

Type of estimate PBT vPvB PBT/vPVB total
Lower end (AA1) 64 79 143
Central estimate (ECHA approach 178 218 396
Upper end (AA2) 381 466 847

These numbers represent very rough estimates. As already noted, the apparent accuracy of the
estimates is spurious. The calculated numbers are providedréase transparency and to

allow crosschecking of the calculations. The uncertainties of theseaists relate to the
following issues:

ECHA (2021a) considers basket 3 estimate (i.e. the figure of 396 substances expected to be
identified as PBT/vPvB) as a guestimate and therefore highly uncertain.

Bioaccumulation in atbreathing (terrestrial) animals currently not fully assessed since
assessment approaches are still under development. Substances that do not bioaccumulate in
aquatic organisms may do so in terrestrial mammals, potentially increasing the number of
PBT/vPVB substances. Also, furthevgopments in bioaccumulation assessment of ionisable
substances may also result i1in changes of the
issues are also stated in ECHA (2021a) as limitations).

ECHA evaluation is largely based on sources ljstinbstances with egoing assessments for
PBT/vPvB properties. The listing of possible PBT/VPvB is presumably often based on
screening criteria and the concerns may not be confirmed upon further investigation. For
example, the PBT/vVPvB properties of 52ostances assessed by the PBT Expert Group
between 2012 and 2018 were only confirmed in 15 cases (29%) (ECHA, 2019a). This is likely
to be the reason for the low WFs (0.12 or 0.3) assigned in the ECHA evaluation for many of
the sources included.

The splitamong the two envisaged hazard classes appears robust based on the datasets
evaluated. However, it must be noted that the total number of substances in these datasets is
small and the assignment to the two hazard classes therefore includes an additioerat @f
uncertainty.

206



Based on the total number of 23,751 unique .
396 substances identified as PBT/vPVB in the central estimate represent 1.7% with a range of
0.60%3.6%. An earlier screening approach notedation of PBT/vPvB substances of about
3%-5% among 95,000 chemicals (Strempel et al., 2012). Simple screening approaches may
identify a higher fraction of substances as PBT/vPvB substances than will be identified upon
further investigatiot®® The findings & this screening exercise may therefore not be in
contradiction with the numbers estimated here. Finally, the PBT assessment in REACH
registration dossiers currently identifies 8,279 entries as not PBT/vPvB and 97 as PB¥/vPvB.

The latter constitute 1.2% of the total (N=8,376), a figure that falls within the estimated range
and close to the central estimate of 1.7%. The assignment to the two envisaged hazard classes
is uncertain.

Number of PMT substances

Table 41summarises the relevant numbers included in ECHA (2021a).

Table41l: Summary of the estimated number of PMT/vPVM substances by ECHA
Annex X substances All substances

Basket 1 | Basket 2 total | Basket 2* PMT/PVM total** PMT/vPVM total
PMT 0
vPVM 0
PMT & vPVvM 0
PMT/VPVM Total | O 84 21 21 231

Notes:* Application of the ECHA WF approach (see above). ** Sum of basket 1 and Basket

Subsequent analyses follow the same approach as described above for PBT/VPVB properties.
Table 41shows the assignment of PMT/vVPVM categories in this impact assessment to the WF
assigned by ECHA\Note again that this assignment is performed in this impact assessment and
was not done by ECA

abled a gnedan A and re g Cla atlo

Substance assigned to category
Substancespecific WF (all possible values) AA-1 (lower end) | AA-2 (upper end)
0.1 Not PMT/VPVM Not PMT/vVPVM
0.3 Not PMT/VPVM PMT/VPVM
0.8 PMT/NPVM PMT/VPVM

The number of substances identified as PMT/vVPvVM can be compared to the ECHA estimate.
Table 42provides the estimates for all three approaches.

136 This suggestion also corresponds to the experiehtteed®BT Expert Group, in which a PBT/vPvB concern

identified based on screening approaches was not confirmed.

B"Based on a simple evaluation of the information g
https://echa.europa.eu/information-chemicals/registeresubstancesevaluated on 15 November 2021. Entries

can be filtered by the *“PBT assessment outsratedass and t
*PBT/ vPvB’” and ‘not PBT/vPvB’. These numbers only rel
to the REACH Regulation is required. Furthermore, other possible results of the PBT assessment (e.g. when
further information is necessgrwere not considered.
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Table43: Estimated number of substances expected to be identified as PMT/vVPVM

Approach PMT/VPVM
AA-1 0
ECHA 231
AA-2 693

The alternative analysis AA does not identify any substance as being PMT/vPvM, since:

T No Annex X substance with these propertie
f No substance with a WF of 0.8 exists among Annex X basket 2 subst¥hatsle it
is entirely unrealistic that no substance will be classified for PMT/vPvM properties, the
approach applied in this study does not allow estimating the respective number.
Consequently, no lowernd estimate can be provided.

These analyses suggest aatiekely wide range of the number of substances expected to be
identified as PMT/VPvM (none or almost 700 substances). Like for PBT/vPvB properties, this
relatively wide range results from the fact that the majority of the 84 basket 2 substances in the
evalation (N=63, 75%) is assigned a WF of 0.3. These 63 substances are identified as not
PMT/VPVM in AA-1, while they are assigned to the PMT/vVPVM group in&A

Impact of the lodKoc cut-off values and assignment to hazard classes

The current®® proposal by the European Commission for the mobility assessment suggests a
decrease of the cufff values proposed by the German UBA from log Koc < 4 to log Koc < 3
(M’ criterion) and from | og®HRheémpactoBsucao 1 og
change is discussed here in the context of the allocation of the number of substances to the two
envisaged hazard classes PMT and vPVM.

ECHA evaluation does not differentiate PMT and vPvM properties for basket 1 or basket 2
substances. Furthermore, asessment based on an ECHA list (as shown above according to

the PBT Assessment List) is mnot possible, S
Therefore, an evaluation like the one performed for PBT/VPVB properties is not feasible.

Therefore, analysebased on log Koc are performed, which is currently proposed as the sole
parameter for the mobility assessment. In principle, such evaluations could be based on log
Koc values reported in ECHA’s database on re
limitations to such an approach:

1 For any given substance, several log Koc values may exist. In such situations, the data
would need to be evaluated and a single value (or an adequate range) be derived.

1 The log Koc values reported may be predicted valuessubstantial number of cases
and log Koc predictions may also be reported for substances that are outside the
applicability domain of the models used. Again, an evaluation/curation step would be
necessary prior to using such values for the purpogeso$tudy.

138 A WF of 0.8 is only assigned to two substances in basket 2 that are not registered under REACH Annex X.
139 As of December 2021.
WReferred to as ‘UBA criteria’ and “COM criteria’ bel
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Based on these limitations and the timeframe of this study, a different approach is applied that
uses a dataset of substances registered under REACH. This dataset was previously evaluated
for a study on emerging chemical risks in the food rcHar the European Food Safety
Authority (Oltmanns et al., 2019; Oltmanns et al., 202bYhe dataset of 2,336 substances
(hereinafter “EFSA dataset’ ) wa s generated
excluding intermediate registrations and NONSnGidered registered under REACH). The
dataset was further limited to substances that have an assigned CAS number and are likely to
be within the applicability domain of the models used in the EFSA study to predict
biodegradation and bioaccumulation irodoor feed. The data curation and evaluation steps
excluded metals, metalloids, organometallic substances, inorganic and ionisable substances
and ensured that a reliable SMILES notation was available.

The SMILES notations of these 2,336 substances werktagpredict log Koc in the KOCWIN

(v. 2.01) module of the US EPA’s EpiSuite (
used: one being based on log Kow and the second one being based on the molecular
connectivity index (MCI), resulting in two log Koc valus each of the 2,336 substances.

For each substance, the minimum and the maximum value were derived. The following
evaluations are performed for both the minimum and the maximum log Koc value per
substance. Furthermore, experimental log Koc data in dbitvare were extracted and
analysed.

In a first evaluation, the substances identified as M/vM in the EFSA dataset were compared
with respect to the origin of the log Koc and the two different criteria for thefEufable 43
provides the results of this evaluation, showing that G6% of the substances have a
predicted log Koc <4 and would be considered M/vM according to the UBA criteria. When
experimental log Koc values are used, this fraction increases to 80%. Theseageseane
slightly lower than the fraction quoted in ECHA (2021a) (81%) based on running QSAR
models on a very large database (performed by the Dutch RIVM; no further details are
provided). The data also show that 48286 of the substances have predictegioc values

<3 and would therefore meet the Commission’ s
lower than the fraction quoted in ECHA (2021a) (65%), which in turn is lower than the one
based on experimental values.

Reducing the log Koc (as in tl@mmission proposal) results in a decrease of the substances
identified as M/vM by 1125%. While the effect is less pronounced for the experimental log
Koc values (from EpiSuite), the dataset is comparatively small (N=136). Giving less weight to
this lowe percentage, a reduction of the fraction of M/vM substances due to the lower log Koc
cut-offs proposed by the European Commission is likely to be in the range of ab?b¥%dl5
(rounded). This finding is similar to preliminary estimates quoted in ECHA @0&2&m

which a reduction by about Zb% can be inferretf? In contrast to the preliminary and
unpublished findings quoted in the report, however, the data presented here are based on a
single dataset using three different sets of log Koc values

141 The full dataset, including SMILES notat®is available atttps://zenodo.org/record/2613616#.YYaDJ700
Uk, accessed 5 November 2021.

2The reporguotes unpublished evidence that about 81% of chemicals have log Koc < 4, While6& a log
Koc < 3 and 41% have a log Koc < 2. Thus, lowering the log Keoftfitom 4 to 3 results in 16% less chemicals
being identifi ehyl68sA highdrredgction car kkinferred forvM properties.
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Table44: Summary of substances identified as M/vM based on the EFSA dataset

Basis

UBA criteria*

COM criteria*

Reduction by**

Minimum predicted log Koc

1,755 (75%)

1,449 (62%)

306 (17%)

Maximum predicted log Koc

1,534 (66%)

1,145 (49%)

389 (25%)

Experimental (from EpiSuite) log Koc

109 (80%)

97 (71%)

12 (11%)

Notes:* These percentages refer to the fraction of the total dataset (N=2336; N=136 for experimental
** These percentages refer to the reduction by applying the Cbtia (e.g. 306 / 1755 = 17%).

For more detailed analyses, each of the 2, 33
to the different sources (minimum, maximum or experimental log Koc) and the two
classification schemes (i.e. different-@ifs for log Koc).Table 44summarises the results of

these analyses and highlights the fraction of substances considered only mobile (M, but not

vM) among those considered M/vVM. It also shows the total numbers already provigeden

43

aple 4 d O c 0]0 aSSe c O C A gataset a oraing to 10g KO Ella alnaod

Basis UBA criteria | COM criteria
vM 1,449 936
- . M 306 513
Minimum predictedog Koc Total MivM 1755 1449
M (but not vM), fraction of total M/VM| 17% 35%
vM 1,145 642
. . M 389 503
Maximum predicted log Koc Total MIvM 1534 1145
M (but not vM), fraction of total M/iVvM| 25% 44%
vM 97 51
Experimental (fromEpiSuite) | M 12 46
log Koc Total M/IVM 109 97
M (but not vM), fraction of total M/VM| 11% 47%
Weighted mean M (but not vM), fraction of total M/iVM| 21% 39%
M (but not vM), fraction of total 20% 20%
Overall estimate MM
vM (but not M), fraction of total 80% 60%
M/vM

Use of the maximum log Koc i1increases the fr
CvM ) compared to use of the minimum log K
substance with for example- a minimum log Ko®f 1.5 and a maximum log Koc of 2.5 will

move from the ‘“vM group to the ‘M group un
is observed if the UBA criteria are applied.

b

Lowering the log Koc cubffs by onelogunitin he Commi ssion’s c¢riter:i
with the UBA criteria) also has the expected effects of a lower number of substances identified

as M/ vM and a higher fraction of substances
identified as M/vM. The experinmal log Koc show a similar pattern, but the small number of
experimental data limit the findings of this evaluation. Overall, the fraction of substances to be
considered ‘M (but not “vM ) among those 1id
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cit eria are applied and is 40% if the Commiss
these substances are considered °vM accordi
‘*vM’ according to the Commissi olowesngthelogt er i a .
Koc cutoffs and assigning substances identified as PMT/vPvM to either of the two envisaged
hazard classes is a complex issue. We apply the following approach:

1 Although ECHA estimate of the number of substances identified as PMT/VPVM is
apparently largely based on the UBA criteria, the total number of 231 is not reduced.
This approach accounts for the suggestion in ECHA (2021a) that the number of basket
2 substances ‘may to some extent underest
Theassignment to either of the two hazard classes is performed based on the fractions derived
above with respect to the Commission’s crite
criteria, 40% of the 231 substances identified as PMT/vPvM (N=92) signasd to the PMT

group, while 60% (N=139) are assigned to the vPvM group in the ECHA approach.

Table 45summarises the resulting split between PMT and vPvM substiiices.

Table 46: Estlmated number of substances expected to be cIassmed as PMT and vPvM basec

Commiss o

Approach | PMT vPVM

EC UBA EC-UBA EC UBA EC-UBA
ECHA 92 46 +46 139 185 -46
AA-2 277 139 +138 416 554 -138

Applying the Commission’s <criteria for log |
from the vPVM group to the PMT group in the ECHA approach (139 substances in tBe AA
approach).

The keyassumptionn using the figures to differentiat
these estimates s t hat a s hiPRvM tofPMD. thhis® v M’ t
assumption is not entirely valid, since it may concern substances that are not toxic.
Consequently, such substances would rather n
class. This assumption cannot be verified based on the appobdbis study since the
projections do not relate to specific substances. Such evaluations would in principle be possible

for basket 2 substances, but this would require an analysis of log Koc values (see discussion
above) as well as a review and evalorabf the toxicity data for each substance. These analyses

are not possible given their resoutngensive nature and the timeframe of this study.

Data from a UBA study (Arp and Hale, 2019) aiming to predict the number of substances that
would beidentified as PMT/vPvM are therefore used to further analyse this issue. This study
estimated the number of REACH registered substances (as of 2017) that would be identified
as PMT (N=58), vPvM (N=47) and PMT & vPvM (N=155), resulting in a total of 260
sulstances. If the group PMT & vPVvM is added to both the PMT and the vPvM group, 213
substances (51%) are assigned to the PMT group and 202 substances (49%) to the vPvM group
(percentages relate to the total of 415 theoretical substances). In contraspiortfaeh based

on the EFSA dataset, these figures better reflect all properties (i.e. persistence, mobility and
toxicity) and the underlying dataset also includes some substances excluded from the EFSA

143 As explained above, no lowend (AA-1) estimate can be provided.
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dataset (e.g. ionisable substances). However, molilityis study was assessed on the basis
of the UBA criteria for log Koc.

Figure 65illustrates the division into the two hazard classes for the 23tandes identified
as PMT/vPvM in the ECHA approach (left plot) and for the 693 substances from the upper end
(AA-2) approach. In both plots:

1 the left columns show the estimates derived in this study using the split to PMT and
vPVM of 40% and 60%, respeatily, derived from dataset 0f3386 substances using
the Commission’s -offs;5iteria for 1log Koc cut
1 the central columns show the estimates derived in this study using the split to PMT and
vPVM of 20% and 80%, respectively, derived from dataset3g&supstances using
the UBA criteria for log Koc cubffs; and
1 the right columns show the estimates derived in this study using the split to PMT and

vPVM of 51% and 49%, respectively, derived from the UBA study (Arp and Hale,

2019).
800 800
600 600
400 400
o . . . "
0 0
COM criteria UBA criteria UBA split COM criteria UBA criteria UBA split
B PMT EvVPVM B PMT mvPVvM

Figure 65: Number of substances assigned to the two hazard classes. Left: total number of PM

substances based on ECHA estimate (N=231); riggital number of PMT/VPVM substances based on u|
estimate AR (N=693)

The split intoPMT and vPvM according to the UBA criteria results in 1.3 times more vPvM
substances than the one based on the Commis s
in the evaluation of the dataset of 2,336 substances (i.e. 80% vs. 60%; see abawanddre

of PMT substances is consequently lower. In both cases, this split is derived from an evaluation

of the EFSA dataset that only addresses log Koc as the mobility criterion with the limitation
discussed above. The split from the Arp and Hale (20:M®rsall three relevant properties as

well as some groups of substances not covered by the EFSA dataset, but is based on the UBA
criteria for log Koc. The number of substances assigned to the vPvM group is lower in the
UBA split than in both other approaes reflecting the lower fraction of 49% compared to 60%

and 80% based on Commis s i oTmblesd4GshowsithelBnherofr i t e r
substances plotted Figure 65for easier reference.

Table47: Estimated number of substances expectee wdssified as PMT and vPvM based on different s

between PMT and vPvM

Approach PMT vPVM
EC criteria UBA criteria | UBA EC criteria UBA criteria | UBA
split split
ECHA
(N=231) 92 46 119 139 185 112
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AA-2
(N=693)
Notes: Unrounded percentages were used for splitting all PMT/VPvM substances between the two
classes.

277 139 356 416 554 337

These evaluationdemonstrate that the numbers assigned to PMT and vPvM hazard classes
based on the Commission’ s withihe WBA criteriaranndtheg e b e t
ones calculated using the split derived from the UBA study. The numbers resulting from the
split using the COM criteria are used in this study for the following reasons:

They range between the other two approaches but aer ttothe numbers derived by using
the split from the UBA study than the ones derived using UBA criteria on the EFSA dataset.

The split derived from the UBA study may be considered somewhat less uncertain than the
ones derived from the EFSA dataset (usihg mmi s s i on’s or UBA eriter:i
offs). However, the UBA split is based on UBA criteria for log Kocafiis, and the number

derived using this split are not taken directly. The fact that the numbers estimated using the
Commi s s i oamre sloser to the anes calculated with the UBA split than the ones using

the UBA criteria supports the derivation used here.

The central estimate based on the total number of 231 expected to be classified as PMT/VPVM,

as derived in ECHA (2021a), results a lower number of vPvM substances based on the
Commi ssion’s <criteria (N=139) compar¥®¥d to ¢
However, the upper end estimate derived in this study for this hazard class based on

Commi ssion’s c¢r i than2imeshighes416) i s more t

Final estimates

Table 47summarises the final estimates, providing both a central estimate representing the
total number of expeatePMT/vPvM derived in ECHA (2021a) (N=231) as well as an upper

end estimate (N=693) and the split into the two envisaged hazard classes as derived above.
Possible ranges for the split are indicated in brackets but are not used in the impact assessment.

Table48: Final estimate on the number of substances expected to be classified as PMT and vPvM

Type of estimate PMT/NPVM PMT vPVM
Central estimate (ECHA approach) | 231 92(46-119) 139(112-185)
Upperend estimate (AA approach) | 693 277(139-356) 416(337-554)

These numbers represent very rough estimates. As eatkelr, the apparent accuracy of the
estimates is spurious, but the numbers are provided to increase transparency and to allow cross
checking of calculations. Thencertainties of these estimates relate to the following issues:

1 ECHA (2021a) considers the basket 3 estimate (i.e. the figure of 231 substances
expected to be identified as PMT/vVPvM) as a guestimate and therefore highly uncertain.

1 For PMT/vPVM propertieshe ECHA assessment is largely based on lists compiled by
other authors with most substances coming from a study by the Danish Technical
University (DTU) that almost exclusively relied on predicted data with respect to
persistence, mobility and toxicityHolmberg et al., 2021). In fact, all Annex X

144 Note that the 46 substances move from the vPvM to the PMT group under the COM criteria.
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substances in basket 2 used to estimate the upper end (N=63 substances, multiplied by
11, resulting in 693 substances) come from this source. Predicted properties are
considered uncertain (as is also suggestetheé low WF assigned). The uppemd
estimate may therefore turn out to be an overestimate.
The log Koc values used in the analyses of this study also represent predicted values and the
above analyses illustrate the differences between e.g. the useimiumiand maximum log
Koc values. The associated uncertainty has an impact on:
T the comparison of Commi ssion’s criteria
proposed by UBA,
1 the fraction assigned to the envisaged hazard classes PMT and vPVM.

It must benoted, however, that other approaches to estimate the number of PMT/VPVM
substances also largely rely on predicted log Koc values. In fact, the DTU study employed
three different prediction models to assess mobility, together with two persistence mddels an
several approaches to assess toxicity (Holmberg et al., 2021).

The evaluation of log Koc values in this study and their impacts on the mobility assessment
using different cubffs as well as the assignment to the two envisaged hazard classes is limited
by the fact that it covers almost exclusively mamumstituent neural organic substances. This
limitation also applies to the DTU study as noted in ECHA (2021a). The complexity of the
mobility assessment e.g. for ionisable substances and UVCB:s is therefaw/ered by this
assessment.

The 231 substances identified as PMT/vVPVM in the central estimate represent 1% of the total
number of 23,751 unique substances 1n ECHA’ s
with an earlier estimate by the German AJBhat 260 of the 15,469 REACH registered
substances (around 1.7%) would be identified as PMT/VPvM substances (Arp and Hale, 2019).

If the information from the UBA study is linearly extrapolated to the 23,751 substances in
ECHA’ s ¢ ombi n e d bstamcesevouldbe igentifiedl 8sPMFE/MPVM substances.

This value is substantially lower than the upper end estimate used in this study (N=693). This
comparison increases the confidence in the estimates derived in this study.

The DTU study (Holmberg et aR021) produces several different outcomes depending on the
models chosen to assess persistence and mobility (both entirely based on predictions). The
number of substances identified in this screening exercise as potential PMT/vPvM substances
in a datasedf 2,073 REACH registered mortmnstituent chemicals ranged from 53 (2.6%) to

262 (13%). These fractions are substantially higher than estimated here or in the UBA study
(Arp and Hale, 2019). Most likely, this difference is due to the sole reliance atteckdalues.
Holmberg et al. (2021) considered a set of 29 substances as deserving scrutiny by regulatory
agencies, since these substances were identified in the DTU approach as well as in an earlier
UBA study performed by the Norwegian Geotechnical fasi(NGI). If these 29 substances

are taken as an indication of the substances that would be classified as PMT/vPvM (out of the
2,073 substances evaluated) in the future, the resulting fraction of 1.4% is in line with the
estimates presented above.

Howewer, according to Holmberg et al. (2021), the substances identified as PMT/vPvM

differed in most cases from the ones by NGl in in the earlier UBA study. The differences noted
are due to differences in substance selection and methodological differendesgengaation

and evaluation. However, even if only substances included in the NGl list and the DTU list are
considered, only about one fourth of the substances identified as PMT/vPvM in the NGI list
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are also identified by DTU as PMT/VPVM (the 29 substanceentioned above). This
comparatively low level of agreement is due to the different methods in predicting PMT/vPVM
properties.

Overall, given the uncertainties discussed and the different approaches applied to estimate the
number of PMT/VPVM, the alignme of the estimates in this study with the ones in the UBA
study is noteworthy. The uppend estimate provided here although not specifically
addressing these uncertaintiesay be considered a reflection of the high overall uncertainty

in deriving figures for the number of substances with PMT/vPvM properties and the assignment
to the two envisaged hazard classes.

SCREENING AND ASSESSMENT OF THE POTENTIAL MEASURES

Economic, social and environmental impacts of policy optionat adding new hazard
classes

Direct and indirect costs of the introduction of new hazard classes in CLP

A costbenefit analysis requires that the relevant costs (those with policy action minus the costs
of the baseline) accruing to any agent affected by the peliéggcluding manufacturers and
importers of chemicals, downstream users, public authorities@rslimers— are estimated.

Cost also relates to any loss of human wellbeing: for example, if the actors substitute the newly
classified chemicals with alternatives that are safer from a human health perspective but are
less efficient from a technical peesgiive, then the loss of beneficial use of the chemicals
constitutes a cost. Ideally, understanding and calculating who bears the costs involve a dynamic
general equilibrium model of the chemicals sector and beyond. Such a detailed model is not
available,and therefore costs are estimated rudimentary by multiplying number of chemical
products (substances and mixtures) to be classified, notified and labelled, and the unit costs for
classification, notification and labelling. These are referred to adiréhet costsof CLP.

Table 49provides the total number of substances under low, main, and high estimate scenarios
that are:

Already known to meet the proposed criteriadlassification for each hazard;

Are expected to be identified by ongoing assessment (mainly under REACH) as meeting the
proposed criteria; and

Are expected to be identified in the future by a combination of further information generation
under REACH anaf prioritisation processes yet to be applied to the substances.

The methodological approach to estimating the number of substances expected to be classified

for ED, PBT/vPvB or PMT/VPVM propertiggas been summarised in the sections abAse.

already menbned these numbers have been derived to inform the impact assessment and are
associated with substantial uncertainty owing to the fact that the final criteria required for the
classification as ED (including categorisation and differentiation by impact anehfor

mobility are not yet fully available. Separate legislative proposals to alter the information
requirements under REACH to include ED are
further information to be used in support of an Impact Assessshentential options, for the
update of REACH Annexes for inclusion of da
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must be stressed thaeven if the estimated numbers prove to be close to the real numbers
they would only materialise if all necesgatudies have been conducted for all substances.

Table 49. Estimated number of substances expected to be identified as ED

categorisation), PBT/vPvB and PMT/vPvM

Central estimate
Lower end (based onECHA Upper end

Type of estimate (AA-1) approach) (AA-2)
ED Cat. 1 HH 334 405 510

ENV 502 607 766
ED Cat. 2 HH 374 453 572

ENV 562 680 857
ED Total HH 708 858 1082

ENV 1064 1287 1623

All* 1772* 2 145* 2 705*
PBT 64 178 381
vPvB 79 218 466
PBT/vPVB tot. 143 396 847
PMT 46** 92 277
vPVM 112** 139 416
PMT/vVPVM
tot. 158** 231 693

As noted 1n Ricardo (2021), ‘“the 1nclusion c

immediateEU-harmonization of classifications to the new hazard classespitess will

take place gradually, following thearmonisectlassification and labelling (CLH) processes

and subject to the existing or newly generated evidence necessary to support classification, as
well as resource availability from authoritdi

It is assumed that policy optiom¥vould enter into force in 2023 and, as a consequence, those
substances already identified as entailing these hazards would have to be classified and labelled
accordingly. As presented in the baseline, 113 substances havieldradred as having ED
properties but only 13 are still registered and therefore on the maakiough for some
substances currently classified as toxic to the reproductive system there may be already
sufficient information for a classification as EDg/hile CLP requirements cover all
substances, including those not registered, the main driver to the identification of EDs will be
the inclusion of additional testing requirements in REACH and the falijp\wactivities to the
screening of the chemical unige of registered substances to identify substances of concern
carried out in the framework of the IRS by ECHA and MSA#s.assumed that the inclusion

of ED testing requirements in REACH would result in the identification of ED substances over
time, asregistrants submit testing proposals and generate information, and ECHA carries
compliance check, testing proposal examination and substance evaluation and ask for
additional data. Indeed, many substances would be identified through-tgll@stivities ly

ECHA and MSCAs, e.g. asking for additional or different tests. It is assumed that the new
hazard classes- or better, the new endpoints will be included among those endpofrits

for which scoping review, compliance check and request of missing informetoalways

¥Socalled “super endp o tdase toxicity, penatal devetopnient foxicity, reprodugtiora t e d
toxicity, carchogenicity, longterm aquatic toxicity, biodegradation and bioaccumulation
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performed. As illustrative examples, a typical PBT battery of simulation, bioaccumulation and
aguatic toxicity may take between three to five years to carry out. A basic Extended One
Generation Reproductive Toxicity Study (EOGRTS) study takeesmum two years and
requires assessment prior to testing and again afterwards to check test compliance. Moreover,
companies may face limited laboratory capacity to contract the testing, further delaying the
generation and checking of dafa.

It is likely that also for PMT/vPvM substances there will be generation of new data, following
the revision of REACH information requirements to ensure adequate data for classift¢ation.

For PBT/VPVB properties, it is assumed that the REACH Annex XIII identificatitaria are

moved to Annex | of CLP, but the requirement for a PBT/vPvB assessment remain for
substances manufactured or imported in quantities of 10 tonnes or more per year per registrant
(Article 14 of REACH).

In summary, the substances that are expdotéd (seH)classified, labelled and notified for

the new hazard classes will be identified through the generation of new data because of new
information requirements and follow up activities by ECHA and MSO&kle50 shows the

lower end, central, and upper end estimates of the number of substances that could have the
considered properties

Table50: Number of substancexpected to be classified for the new hazard classes

ED PBT/vPvB PMT/VPVM
Number of substanceslower end estimate 1,772 143 158
Number of substancesentral estimate 2145 396 231
Number of substancesupper end estimate 2,705 847 693

More accurately,Table 50relates to the number of classifications for substances rather than
the number of substances. This is because some substancesehtherokassification criteria

for more than one of the hazards. To account
1 (confirmed) and Basket 2 (pending conclusion) substances have been examined. For these
Basket 1 and 2 substances the identigubistances is known and hence it is possible to identify
which substances meet (or are being considered may meet) classification for one, two or three
of the hazards (ED, PBT/vPvB and PMT/vPvM). The extent of this overlap is described in
Table 51 This suggests that, of the 936 substances identified in Basket 1 or 2 by ECHA, 801
meet (or may meet) criteria for one hazard, 128 for two of the hazardsfanthiee. Thus,

for 801 of the substances, a single hazard is captured in any cyckelags#ication for a
substance, for 128, two hazards are captured in any cycle of reclassification and for 7, three
hazards are captured resulting in an averadel®f hazards per substance. To account for this
overlap when calculating costs per hazard identified, costs of the actions required have been
adjusted to 87% of the unit costs.

Table51: Overlap in substances meeting one or moreat@eriteria

Number of substances
on Basket 1 or 2

Number with one new hazard classification 801 1

Number of hazards
considered

“%3ee the final report of the supporting study to ¢ Gat
Assessment of Potential Options, for the UpdatRBACH Annexes fo Inclusion of Data Requirements on
Endocrine Disruption’

147 Currently informatiorrequirementgor simulation tests in soil and sediment and adsorption desorption can be

waived if the substance is not adsorptive.
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Number with two new hazard classifications 128 2
Number with hreenew hazard classifications 7 3

Total substances/hazards 936 1,078
Hazards per substance 1.15
Adjustment factor 0.87 (1/1.15)

Economic impacts of P@1
POla: Administrative costs on businesses and conduct of business

Under PO&, manufacturers and importers of substances meeting classification for one or more

of the hazards would be required to classify the substances accordingly. Action would also be
required to provide a notification to the CLI and communicate to downstreamhysmeans

of labelling and revised SDS. In turn, formulators that are incorporating the substance into
mixtures would have to carry out mixture classification and label mixtures accordingly and
provide necessary documentation to SDS. Depending on thenoes, mixtures might also be
reformulated. The unit costs of these activities are providdalole 51land adjusted by the

factor of 0.87 for correct application to information on the number of substances identified with

each hazard (se@able 50. The cost of classificatiomnd SDS revisiorof PBT/vPvB
substances is not accounted for, as PBT/vPvB assessment is already obligatory under REACH,
although it applies to substances manufacturedrapdrted in quantities above 10 tonnes per

year per registrant onlyAlso for EDs, the cost of classification and SDS revision is not
accounted for, as ‘“the 1inclusion of a subst
concerns for endocrine digsting effects triggers additional provisions for risk assessment
(Chemical Safety Report) and risk communicat

Table52: Unit costs of actions for manufacturers and importers of substancesypstance par company)

Base value .

Cost Element used in As adjusted Euro (2022)
. (87%)

calculations
Classification of a single substance according to CLP € 400 € 347 € 37
Cost of re-labelling in line with CLP € 388 € 336 € 36
Cost of notification* € 7.2 € 6. 2 € 47
Total cost of classification, labelling and notification of] € 795 € 75
PMT/vPVM substances
Total cost of labelling ofED and PBT/vPvB substances € 395 € 367 € 374
Cost of updating and distributing revised SDS € 250 € 217 € 23
Source: RPA et al. (2017b, p. 72)
Notes:®) . I8 hours at €40.5 per hour

For ED andPBT/vPvB substances, the information is already required to be included in the
SDS, so this cost is not accounted for.

Total cost of classificationabelling and notification of substances

The unit costs of classification, labelling and notification are expressed on a per substance per
company basis and so require consideration of the number of companies
manufacturing/importing each substance. The E@Hormation on the identity of the Basket

1 (confirmed) and 2 (pending) substances has been compared with REACH registration
database data on the number of active registrations. From these data, the average number of
registrants by company size can bé&acted for each of the hazards. These data are provided
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in Table 52and suggest that there are 11.19 companies on average for substances with ED
propeties, 6.14 for PBT/vPvB and 6.7 for PMT/vPVM.

Table 53 Average number ofompanies (and percentage) with an active registration per substan|

company size

Micro Small Medium Large Total
ED 0.16 (1.4%) 0.32 (2.9%) 0.68 (6.0%) 10.03 (89.7%) | 11.19
PBT/vPvB 0.04 (0.6%) 0.21 (3.3%) 0.42 (6.9%) 5.47 (89.2%) | 6.14
PMT/VPVM 0.05 (0.7%) 0.24 (3.6%) 0.54 (8.1%) 5.87 (87.6%) | 6.70
Overall 0.09 (1.1%) 0.27 (3.2%) 0.56 (6.7%) 7.38 (89.0%) | 8.30

The data on the number of substanerpected to meet each hazard criterion, the average
number of companies for each hazard tyfab(e 52 and unit costs of the activitieSdble 5)
provides estimates of the total cost of classification, labelling and notification for each one of
the three scenarig3able53).

Table54: Total cost of assification, labelling and notification (and SDS revision)

ED PBT/vPvB PMT/vPVM Total
Lowerend estimate €7,421,1 €329, 1| €1, 047, €8, 797, §
Central estimate €8,983,2 €911, 3| €1, 531, €11, 425,
Upperend estimate €11,328,|€1,949, €4, 593, €17, 871,

Total cost of POX for substances

Table 54provides the total cost of all activities in relation to PO1 for manufacturers and
importers of substances, combining cost from updating and distributingd&/ix® and cost

of classification, labelling and notificatipassuming that all the substances expected to meet
the criteria for classification according to the new hazard classes will be identified over a period
of 20 yearsTable 54provides the present value discount rate of & — of the total costs for
companies of different size and in total for the number of substances meeting the criteria.

able Prese alue o e total cost oDP-a 1o pstance Ovyea a 0 ate3%

Lower end (AA-1) Micro Small Medium Large Total

Lower end € 8,00€17,0(d€ 36,70€530,0dJ€ 591,
Central estimate € 5,00€26,00€ 53,0€685, € 768,
Upper end € 9,00€43,00€ 97,4€ 1,03€ 1, 2¢

Costs of POA to manufacturers and importers of mixtures

Manufacturers and importers of mixtures containing substances idenaiecheeting
classification for ED and/or PBT/vPvB and/or PMT/vPvM would have to carry out mixture
classification and label mixtures accordingly. For PMT/vPvM substance, manufacturers and
importers would have to revise and provide necessary documentag@sSinDepending on

the outcomes, mixtures might also be reformulated.

Number of mixtures per substance
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Table 55shows the estimates of the number of mixtures containing substances identified with
ED, PBT/vPvB and/or PMT/vVPVM properties, obtained by applying the two factors (11 and 25
mixtures per substae) presented in the baseline.

Table56: Number of mixtures for all substances with new hazard class

Factor: 11 ED PBT/vPVB PMT/VPVM
Lowerend estimate 19,492 1,573 1,738
Central estimate 23,595 4,356 2,541
Upperend estimate 29,755 9,317 7,623
Factor: 25 ED PBT/vPVB PMT/VPVM
Lower end estimate 44,300 3,575 3,950
Central estimate 53,625 9,900 5,775
Upper end estimate 67,625 21,175 17,325
Unit costs

The unit costs of the CLP activities in relation to mixture manufacturers and importers are
provided inTable 56and adjusted by the 0.87 factor to account for the overlap created by some
substances having more than one identified hazard. The costs of the activities are largely
expressed per mixture per company. For the purpose of this assessment, it has beéen assume
that each mixture is manufactured uniquely by one company. Thus, all cost expressed per
mixture per company are applied on a per mixture basis. The cost of the classification of
mixtures containing ED and PBT/vPvB substances and the cost of updatidgsifaiting

revised SDS is not accounted for, as part of the baseline.

Table57: Unit costs for mixtures

Cost Element Base value used| As adjusted Euro

in calculations (87%) (2022)
Classification of a single mixture according@aP € 200 € 174 € 19
Cost of relabelling in line with CLP € 475 € 412 € 44
Cost of updating and distributing revised SDS € 250 € 217 € 23
Cost of classification, labelling and SDS of mixtures
containing PMT/VPVM substances € 925 € 803 €876
Cost of classification and labelling of mixtures containing
ED, PBT/vPvB substances € 675 € 586/ € 63
Reufo.rmulatlon of mixtures due to changes in hazard € 15.0 € 13.(€ 14,
classification

Source: RPA et al. (2017b, p. 72)
Notes: it isassumed that classifying mixtures requires half of the time of classifying substances, as it entails the co
of concentration limits.

The introduction of new hazard classes in CLP also emtdil®ct costsfor businesses, in the
form of substitution of chemical substances and reformulation of mixtures and withdrawal from
the market of substances and mixtures that may be classified.

As noted by Ricardo (2021), ‘indineet dmpacts, doc 1 a s s i
example, companies may consider product discontinuation or substitution (e.g., as seen for
CMR in fast moving consumer goods, fluorinated substances in food packaging in Denmark,
etc.). This is driven by nelegislative pressures suels the SINist, pressure from retailers,
expectations from consumers and professional
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There are two basic approaches to risk management often used in combination, in the EU
chemicals acquis: one based on specific risk asse®t and the other one based on generic
risk considerations (GRC). The main difference between these two approaches is the point in
time when the exposure assessment is considered and the specificity of the exposure
assessment. For risk management basedsBC, the potential exposures and risks are
considered generically, prior to the adoption of legislation. The -B&@d approach is built

into the legislation in the form of an automatic trigger of-geegermined risk management
measures (e.g. packagingquirement, communication requirement, restrictions, bans, etc.)
based on the hazardous properties of the chemical determined under CLP, without the need or
possibility to assess and take into account specific exposure levels for a specific situation or
use. Companies consulted in the context of the Ricardo (2021) study estimated that around
43% of their product portfolio would be affected by the inclusion of new hazard classes to CLP
and the extension of the GRfased approach. Indeed, substances and masxtaclassified for

the new hazard classes would be affected by the application of theb&R@ approach, where

a CLH triggers the restriction or ban of a classified substance for some specific or all uses. This
impact should be accounted for by thegtlet studies supporting the revision of the REACH
Regulation4®

Some products will not be directly affected by changes to the application of thebo&RaG

approach, but CLP classification and labelling for the new hazard classes may still put pressure
formar ket withdrawal or substitution and ref
portfolio” considers the inclusion of hazard
in addition to ED, PBT/vPvB and PMT/VPvVM, and also the extension of the-lzRéd

approach to consumer and professional uses via REACH restriction and sector specific
legislation to respiratory sensitisers and STOT RE/SE, immunotoxic and neurotoxic
substances, skin sensitisers 1, 1A and 1B, CMR 2 and substances toxic to the aquati
environment with long lasting effects (chronic) 1 and 2. The portion of the products that is
affected by changes to CLP and not the @RGed approach is estimated as 31% of the total
potentially affected product portfolio in terms of turnover (Ricagf21, p.59).

Moreover, Ricardo (2021) assumes that a quarter (25%) of the products not affected by the
GRGC-based approach but directly by CLP would face indirect market pressure to substitute and
reformulate or withdraw from the market (Ricardo, 20219p.Participants to the bespoke
survey of Cefic business members in the context of the Ricardo (2021) study reported that they
would be able to substitute and/or reformulate around 35% of the products (in terms of
turnover) that may be affected by the afpasmto the GR®ased approach application and CLP.
These two percentages are used as lower{§@mnd upper (25%) bounds of the number of
mixtures that would be reformulated as a result of the classification for ED, PBT/vPvB and
PMT/VPVM properties.

Ricardo(2021) estimates th&@LP could beresponsible for the reduction of 1% of the total
potentially affected por t f8Howevey, thisfiguré shaultl e nt t
be comsideredas illustration of the size of the sectors involved rathan tan indicator of
economic l osses. A better measure would be
estimated by subtracting the cost of all inputs except capital and labour from the production

I n particul ar, tihpactdssssmahtyfor poiential amendmants of thetREACH Regulation,

to extend the use of the generic risk management approach to further hazard classes and uses, and to reform
REACH authorisation ad restriction” (GRO/IMA/ 21/ 2123/
149 35% of 25% of mitures.

150 Information provided by Cefic in response to a request by the European Commission.
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value. But even this measure cannot be treated as coatsastbenefit analysis or cost
effectiveness analysis, and it is certainly not comparable to compliance costs. Whether the

value added foregone is a cost depends on
can be productively remployed onot.

<

Cost of classification, labelling, SDSevision and reformulation for mixtures

The cost of classification, labelling and SB&isionfor mixtures is calculated by combining

the estimates of the number of mixtures able 55with the unit costs for mixtures ifiable

56. A range between 9% and 25% of the total number of mixtures are assumed to be
reformulated. This provides the estimated costs in thousands of &atie 68 for numbers

of substances identified.

Table58: Total cost of classification, labelling, SDS revision and reformulation of mixtures

Factor: 11 ED PBT/vPvB PMT/VPVM Total
Reformulation: 9%

Lower end estimate €405, 081 €17,931| €24, 143| €447, 155
Central estimate €490, 349/ €49, 655 €35,298| €575, 303
Upper end estimate €618,365€106,208€105, 895 €830, 4609
Factor: 11 ED PBT/vPvB PMT/vVPVM Total
Reformulation: 25%

Lower end estimate €877,537 €38, 845 €48, 932 €965, 314
Central estimate €1,062,2|€107,571€71, 540|€1, 241, 3
Upper end estimate €1,339, 5|€230, 0823€214, 62(0€1, 784, 2
Factor: 25 ED PBT/vPvB PMT/vPVM Total
Reformulation: 25%

Lower end estimate €920, 638 €40, 753 €54, 871|€1, 016, 2
Central estimate €1, 114, 4|€112,854€80,223|€1,307, 5
Upper end estimate €1,405,3|€241,383€240, 67(€1, 887, 4
Factor: 25 ED PBT/vPvB PMT/vPVM Total
Reformulation: 25%

Lower end estimate €1,994, 4| €88, 284|€111,209€2, 193, 8
Central estimate €2,414,2|€244,474G€162, 591€2, 821, 2
Upper end estimate €3,044, 51€522,914€487,773€4, 055, 1

Total cost of POla for mixtures

Table 58provides the total cost of all activities in relation to R@dr manufacturers and
importers of mixtures, combining cost from updating and distributingeev&DS and cost of
classification and labelling, assuming that a range between 9% and 25% of the total number of
mixtures will be reformulated.

Table 59provides the present value discount rate of 3% of the total costs for companies
of different size and in total for the number of mixtures meeting the criteria.

Table59: Present value of the total cost of P@Tor mixtures(20 years, discount rate: 3%)rounded to the

nearest thousand

Factor: 11

Reformulation: 9% Micro Small Medium Large Total
Lowerendestimate | € 424 € 860 € 1,81 € 26, 93 € 30,05
Central estimate € 2300 € 1,29 € 2,65 € 34, 4¢9 € 38,66

Upperendestimate | € 4091 € 1,99 € 4,52 € 48, 848 € 55,82
Factor: 25
Reformulation: 9% Micro Small Medium Large Total
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Lowerendestimate | € 963 €1, 954 € 4,12 € 61, 2¢€ € 68,30
Central estimate € 522 €2,941€ 6,02 € 78, 3¢ € 87, 88
Upperendestimate | € 930 €4, 543€10, 28 € 111, 1 € 126, 8
Factor: 11

Reformulation:

25% Micro Small Medium Large Total
Lowerendestimate | €914, € 1,84 € 3,91 € 58,169 € 64, 88
Central estimate €495, € 2,79¢€ 5,71 € 74,473 € 83,43
Upperendestimate | €880, € 4,29 € 9,72 €105, 03 €119, 93
Factor: 25

Reformulation:

25% Micro Small Medium Large Total
Lowerendestimate | €914, € 1,84 €3,917 € 58,19 € 147, 4
Central estimate €495, € 2,79 €5,71949 € 74,4373 € 189, 6
Upperendestimate | €880, € 4,29 €9, 727 € 105, 0 € 272, 5

Grand total costs of PO1

The grand total cost of the inclusion of the new hazard classes is the sum of the costs of
classification, labellingnotification and SDS revision of substances and mixtures and the
reformulation of mixtures. The central estimate of the present value (discount rate: 3%) is in
the ran-gel 9 Mwith a |l ower end estimate of
€273 M.

Table 60: Present value of the grand total costs of CLP activities on-B@iscount rate3%)

Reformulation: 9% of mixtures Reformulation: 25% of mixtures

Based on 11 Based on 25 Based on 11 Based on 25

mixtures per mixtures per mixtures per mixtures per

substance substance substance substance

Total — Lower end €30, 647 € 68,90 €65,474 € 148, 0
Total - Central estimate €39, 437 € 88,65 €84,2074 € 190, 4
Total - Upper end €57, 022 € 128,01 € 121, 1] € 273,17
Notes: rounded to the nearest million

The cost estimates are sensitive to the assumptions made on the number of mixtures per
substance and the percentage oftares that would be reformulated.

Public authorities: Change in costs to the Commission, ECHA and MSCAs

In the coming yearshe Commission, ECHA and MSCAs are expecteldep thecurrent

level of resources dedicated to chemical risk managenidrd.introduction of new hazard
classes in the CLP Regulatien in itself — does not entail aost for administration buwill

result in a higher number of substances identified as EDs or with PBT/vPvB and PMT/vPVM
propertiesbeing subject tdurther regultory risk management actions * compet i n g
substances classified for other hazards of concern

b

This subsectiorpreserns a discussion over tremount of resourcebat would be required to
prepare CLH dossie®r the number of substances that coulddsntified as EDs or with
PBT/vPvB and PMT/VPVM properties.
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ECHA has made an estimate of the resources required for development of CLH dossiers
including the average time and other resources required per dossier. The development of a CLH
dossier for ED/PMIPBT hazard classes is of higher complexity than the average CLH. This
issummarisedifable60a nd results 1in an estim®p@Oed aver a

In the notes supporting 1ts estimate, ECHA 1
has two key stages:

- the collection of data for proposing the hazard classes; and
- the drafting of the dossier.

ECHA identifies that the first stage afllecting the data will be the most challenging in respect

of time management and experience in literature searching and data collection as it will require
the need to acquire/access proprietary data and maybe the necessary access rights to do this.
The ®cond stage of drafting the report is identified as being more manageable.

ECHA estimate for CLH

Dossier development 0.5 FTE

RAC opinion making 0.1 FTE
Support services 0.05 FTE

Total FTE 0.65

1 FTE staff costs including 19% overhead cost and infrastructure €170, 000
Total cost of the above €110, 500
Contribution to RAC organisation cost €10, 000
Total €120,500

The estimate of the average cost of developing CLH for a substancew bepplied to the

number of substance#ccording to the analysis, the following estimated numbers of
substances may be identified as meeting classification for each of the idelndifiards. As

noted earlier, there is overlap between the proposed hazard classes such that some substances
may have more than one classification. In earlier parts of the analysis, it was estimated that, on
average, each substance may be identified with Hazard classificatiof8. Thus, the number

of substances implied is adjusted to provide the estimated number of CLH dossiers, giving a
central estimate of 2,407 (ranging between 1,800 and 3,686). This assumes that there is no
grouping of substances, arpdch substance would require its own CLH dossier. It also does

not take account of the fact that some of the substances may already have a hazard classification
that requires that a CLH dossier is developed (such as CMR 1A/1B).

Table62: Number of substances for CLH

Lower end (AA-1) Central estimate (ECHA Upper end (AA-2)
approach)

ED Total 1,772 2,145 2,705
PBT/vPVB total 143 396 847
PMT/VPVM 158 231 693

Total - ha;ard / substand 2.073 2772 4.245
combinations

Implied substances 1,800 2,407 3,686

511t is important to note that, considering hazard classes other than ED, PBT/VPvB and PMT/VPvM, the average
number of hazard classes covered by a CLH dossier is three (analysis of CLH up to CLP ATP17).
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The resulting cost estimates are providedable 62 It should be noted that, whilst the costs
provide an estimate of the financial cost of the undertakings, they do not consider the
practicality of producing such large numbers of CLH proposalkin a framework that
currently produces 50 to 60 CLH dossiers per year. Here ECHA notdabehaasibility of
the work needs to be seen in the light of resources that would be available to ECHA as
opposed to the total amount of activities (under REAE and CLP) that are foreseen for
ECHA to carry out.

ECHA also notes that the estimates are of limited scalability, meaning that in case of a
relatively high demand (e.gdditional>10 CLH per year) additional overhead will need to be

looked at.

Table63: Costs of CLH proposal development under RO1

ECHA estimate

Number of Substances /
CLH proposals

for CLH cost

Present value (20
years, 3%)

Lower end (AA1) 1,800 € 198,09 € 13,400
Central estimate (ECHA approact 2,407 € 266, 0 € 17,900
Upper end (AA2) 3,686 € 407, 3 € 27,400

Corsidering a 26year period dossier submitters (ECHA, MSCAs and industry actets)
would have to prepare additidrie20 CLH dossierger year (central estimate;-984 CLHs
per year), and ECHA and RAC would have to process them. Annualisesd26year period,

3% discount ratéf*wo u 1 d

sum up to

€17.

9

million.

and process the additional number of CLH dossiers in 20 years, dessraitters would
require additional 60 FTEs per year (ECHA estimate) (C}925-TEs), ECHA support

services would require 6 FTEs (CHS-TEs) and RAC would require additional 12 FTEs per

year (Cl: 918 FTESs).

To put these numbers in perspective with tirrent capacity, with the current rate of dossier

of 50 per year, on the period 202842 (20 years), onlyl,000 dossiers will be produced.
Assuming that 50% of all CLH dossiers in the next 20 years will cover one or more new hazard
classes, dossier smiitters would require 13 FTEs per year, ECHA support services would
require 1 FTE per year and RAC would require additional 3 additional FTEs per year. The

present

val ue

is €3.7M (period:

20 years;

I

In addition, the ED and PBT hazard sdas are expected to impact the BPC work on the

approval of biocidal active substances. The BPC, based on the peer review of the conclusion

b

of the biocide evaluating Competent Authority, is concluding on ED/PBT identification of
biocidal active substanceAfter the introduction of ED and PBT hazard classes, the hazard
identification would rely on the harmonised classification under CLP, at least for the cases

where there is a trigger for classification. This would be similar to what happens for CMR

classifcation.

n

In the review programme there are approximately 200 biocidal active substances that still

require ED assessment. The BPC is progressing with the evaluation, and it expects to review a

152The number of CLH dossiers submitted by industrgiacis very small.
153 As recommended by Tool #64 of the Better Regulation Toolbox (EC, 2021c, p.555).
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minimum of 15 substances per year. Assuming that the newdhelzaasses are introduced in
2023, there may be still around 175 substahitder review of ED properties. For some
substances, the entry in BPC peer review may be delayed awaiting the harmonised ED and
PBT classification. The BPC will have to ensure a simatterplay with the CLH process.

The BPR only refers to substances having endoclisreipting properties (article 5(1)(d)), but

it is assumed that in analogy with other hazard classifications, only Cat. 1 will be considered
for exclusion criteria. For PB the confirmation of two criteria (out of the three P, B or T) is
enough for being identified as candidate for substitution.

This impact assess for the BPC will impact in a similar way EFSA which asses endocrine
disrupting properties and PBT for actiwéstances in PPRIoreover, the revision of REACH

will touch upon other tasks of public authorities and of RAC. Synergies will be identified. This
is why no costare entitled for POla when it comes to public authorities, including ECHA.

Territorial impacts (specific regions)

During the consultation activities for this supporting study, stakeholders have highlighted that
some chemical products produced in specific regions of the EU may come within the scope of
classification as ED category'? Many ae mainly consumer products, and stakeholders fear
that a classification as ED would result in a drastic decrease in the demand for these products,
with very severe socieconomic impacts on the economy of the interested regions.

Impacts on SMEs

The overdlcost of PO& according to the different assumptions used (reformulation rate and
number of mixtures per substance) has been assessed against the number of persons employed
in each enterprise per company sifable 63,°t o obtain an ‘average ¢
(the <SWIE test )

Table64: Main aggregates of NACE code C20 Manufacture of chemicals and chemical products per ci

SVAS

Micro Small Med. Large Total
Number of enterprises 19,447 5,242 2,504 793 27,986
Turnover € 10, | €34,6|€ 118,]€414,8 €600, 0
Persongmployed 47,000 119,331 278,071 735,156 1,200,000
Turnover per person employed 215,596 290,353 427,794 564,330 500,000

The average administrative burden of R@é&r person employed per year for a large enterprise

is €20.1 while for SMEs 1s €4, assuming a 1
substance. Assuming a reformulation rate of 25% and 25 mixtures per substance, the average
administrative burden d?O1 per person employed per year for a large enterprise would be of
€97.2 per year, while for SMEs would of €19.

154 There may be -8 new active substances per year, although only a fraction of these substances may have
positive triggers for ED/PBT harmonised classifica.

15 For example, see Ramsey et al. 2019; Kalyan S, 2007; Dean CJ, 2007.

156 Eurostat Structural business statistidadustry by employment size class (NACE Rev. Z&)B- NACE code

C20 Manufacture of chemicals and chemical products.

BInlinewithBet t er Regulation Guideline’s Tool #23
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Assumptions / company size Micro Small Medium- Large
sized

Reformulation 9% 11 mixtures per substance € 1 € 3.3 € 7.6 € 20

Reformulation 25% 11 mixtures per substance € 2 € 7 € 16. € 4

Reformulation 9% 25 mixtures per substance € 2 € 7.3 € 17.] € 45

Reformulation 25% 25 mixtures per substance € 6 € 15 € 36.] € 97

The underlying cost estimates suggest no disproportionate effects on SMEs versus large
enterprises. It should be noted that small and mediaed formulators (manufacturers of
mixtures), depending on their product portfolio and market (industrial usgmofessional

users vs consumers) may be significantly affected by the inclusion of the new hazard classes.
Concerns have been raised on the inclusion
capture a high number of consumer chemical products ptheomarket by SMEs, often
concentrated in specific EU regions. Such a classification may result in drastic decrease in the
demand for these products, with very severe secamomic impacts on the economy of the
interested regions.

Employment, sctoral competitiveness, trade and investmerftows

With regard to impacts on particular sectors, despite the fact that cosmetic products are
exempted from CLP, the introduction of the ED hazard classes may create a conflict with the
CPR, as substances used as cosmetic ingredients only cannot resortabotestimg for
classification.

Regarding impacts on trade, the introduction of new hazard classes in CLP prior to their
introduction in the UN GHS could pose ntariff barriers to trade for most sectors and for
companies within and outside the EU. GHSfoows a “buil ding bl ock
ensuring a certain degree of flexibility with the hazard classes and categories to be implemented
while meeting the requirements regarding-afit values, concentration limits and label
elements. RPA et al. (20&) reported some key differences in:

The adoption of the building blocks;
The transition times for adoption of GHS and GHS biennial revisions;
The labelling and packaging requirements; and
The classification requirements across the countries or retiansave implemented GHS.

All these differences are constraints to the goal of global harmonisation and, effectively,
constitute norariff barriers to trade. Over 70% of the industry stakeholders participating to
the consultation activities carried aatthe context of the RPA et al. (2017) study indicated
that differences in labelling requirements across countries are key drivers of costs.

There is a vast empirical literature in the environtaerconomics field investigating the
effects of asymmetrie n vi r onment al regulations on key
including trade, industry location, employment, productivity, and innovation. The first major
review on the topic (Jaffe et dl995)*®*c oncl uded that “thert® is

158 Jaffe AB, Peterson SR, Portney PR, Stavins RN (1995): Environmental Regulation and the Competitiveness
of U.S. Manufacturing: What does the evidence tell us? Journal of Economic Literature, Vol. 33, No. 1
(Mar., 1995), 132163.
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support the hypothesis that environmental regulations have had a large adverse effect on
competitiveness, however that elusive term i

Thanks to the growing number of environmental policies worldwide and the availability of
high-quality datatheir findings have been tested multiple times around the world. A review of
these studies by Dechezleprétre and Sato (281fdund that the conclusion of Jaffe et al
(1995) “has only become more robust’.eSMoreov
has often been found to be very small. The recent evidence shows that taking the lead in
implementing ambitious environmental policies can lead to small, statistically significant
adverse effets on trade, employment, plant location, and productivityhie short run,
particularly in pollution and energyntensive sectors. However, the scale of these impacts is
small compared with other determinants of trade and investment location choices such as
transport costs, proximity to demand, quality of locakkers, availability of raw materials,
sunk capital costs, and agglomeration’

These findings have also been confirmed by a study commissioned in 2014 by the European
Chemical Industry Council (Cefic) to investigate the prospects of the competitivertbgs of
European chemical industtf Oxford Economics applied constamiarket share analysis to
chemical exports coupled with econometric analysis. The authors found that the decrease in
extraEU export market share observed in the preceding two decades it diexlining
competitiveness rather than skgrowing destination markets, in particular in the production

of petrochemicals and polymers. The change in competitiveness was found to be strongly
associated with energy prices, labour costs and researchesetbpment intensity. The
regulatory burden was not found to be an important driver (no strong statistical relationship).

Finally, the UN GHS has not yet been adopted fully by all countries, nor adopted in a
harmonised manner by those who have adoptédriexample, there is no implementation of
GHS for consumer products in North America). Therefore, significant differences in labelling
requirements continue to exist.

Social and environmentahpacts

The ideal model

The benefits of including new hazardsses in CLP are expected to arise from the availability

of hazard information and the role that this plays in hazard communication, providing
incentives towards the use of safer alternatives and the reduction of exposure to hazardous
chemical productsThe main benefits for human health and the environment will stem from a
reduction in exposures of people and the environment to ED, PBT/vPvB and PMT/vPvM
substances- and therefore avoidance of future cases of disease and environmental damage
through rik management measures triggered under various pieces of downstream legislation
and, where applicable, under REACH. These will be delivered through:

Improved cohesion with other legislation, such as REACH, BPR and PPPR;
Improved communication of the hazarofssubstances and mixtures to downstream
users;

159 Dechezleprétre and Sato (2017): The Impacts of Environmental Regulations on Competitiveness. Review of
Environmental Economics and Policy, volume 11, issue 2, Summer 2017, pR0683

160 Oxford Economics (2014): Evolution of competitiess in the European chemical industry: historical trends
and future prospects. Report for Cefi©ctober 2014. Available at:
https://cefic.org/app/upbs/2019/02/OXFORD_ECONOMICS competitiveness chemind_2014.pdf
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Incentives to shift to safer alternatives; and
For some mixtures, reformulation (leading to reductions in exposure and risk of workers and
consumers).

The ideal model— ignoring the availability of relevardata— to assess the benefits of the
introduction of new hazard classes requifés:

Policy effect on exposureAn assessment of the extent to which the CLP revision will reduce
human and environmental exposure to chemicals. Refer to this chabyevdsere X refers
to exposure. In realitypX is a vector of many different chemicals. For those that are withdrawn
completely from the market as a result of the introduction of new hazard cl2¥se4,00%.

Exposure-response relationshipThe effect on human hitla can be referred to &H, which

is a vector of many different health outcomes. Because there may be differences in the
monetary valuatiorH can be distinguished in reduced occupational riSkk) and reduced

public health risks@Hr). The effect orthe environment can be referred taDis The overall

impact is thereforedl = DHp + DHo + DE

Economic valuesMonetary values are used to reconcile the different impacts. These shadow
prices®?( P) reflect individuals’  whedlth ormegatiwes s t o
environmental impact associated with chemicals.

Time and discount factor.Because individuals have time preferences, changes in the future
are valued less than nel@rm danges. To compare monetary values in the future with present
values (PV), a discount factor (DF) of 3% is us&dliming is important because the costs of
classifying, labelling and possibly substituting/withdrawing chemical products are entailed
before he point in time when exposure is reduced, and negative health outcomes are avoided.

Location. Human health and environment impacts are locatjmetific (e.g. the benefits of
risk reduction are higher in heavily populated areas). For convenience, thepjecgr
variation in exposure reduction is ignored and EU averaged values are used instead.
The present value of the benefits of the revision of CLP is:

PV (B)=Sit 0t (DXj ) x DF

Where i: differentealth and environmental outcomes garaifferent chemical products

The CLP revision would pass the cosbenefit test if the PV (B) > PV (C).

The problem with the ideal model is that the following parameters are not known:

The effects of the CLP revision on exposur@X), since this is dependean the behavioural
reaction of producers, users, and regulators to changes in the classification and labelling of
chemical products.

161 Adapted from Pierce and Koundouri (2003): The social cost of chemicals. The Cost and Benefits of Future
Chemicals Policy in the European Union. A WWF Chemicals and Health campaign report.

162 Prices that would be attached to the reduced risk if there was an overt market in risk reduction.

163 As recommended by the Better Regulation guidelines.
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The health and environmental exposurgesponse functions(DI(DX)) for the chemical
products that may be classified foethew hazard classes, the split between occupational and
public health effects and when the reduction of exposure may be realised.

Because of the limitations in the availability of data, another method needs to be devised, which
is determining a benchmark i.e. how large the benefits need to be for the CLP revision to
pass a codbenefit test. This procedure requires a range of assumptions, detailed in the
following subsections.

The approach to quantifying and monetising the benefits involves:

Estimating how many substances are identified as having ED, PBT/vPvB and

PMT/vVPVM properties;

Identifying the disorders, diseases and impacts that are associated with each of those

hazardous properties;

Applying appropriate economic metrics for the single cases edoat units of

environmental area 1improved for each type
Estimating the number of cases of these diseases, disorders and impacts that would have to be
reduced in order for the benefits of each information option toeghithe costs.

A range of disorders, diseases and impacts can be associated with each of the hazardous
properties to which can be applied appropriate economic metrics to provide a monetary value

for the associated damages. Valuing damages in this wailesoa means of estimating the

benefits of each option in terms of the damage costs avoided through identification of
hazardous properties and appropriate risk management. At the same time, the range of possible
outcomes from exposure and environmentigawes is much larger than the range of available
metrics. As such, valwuation must rely on sel

Estimating the magnitude of such benefits and a complete monetary valuation is confounded
by a number of problems, including thessibility of estimating the attributable fraction of
disease incidence, prevalence and mortality to certain chemical products. There is a lack of
detailed health statistics and monitoring data, and the long latency periméasured in
years/decades- of some health outcomes between exposure to a causative-agerh as

an ED— and diagnosis of disease is an additional complicating factor, with the effect that the
benefits of any reduction in exposure achieved via CLP and other chemicals regulatian will

be manifested until some point in the future. For the environmental component, very few
metrics are available, and this limits the ability of the analysis to assess the full breadth and
depth of possible impacts. Thus, by default, assessment of tiefitbewill tend to
underestimate the ‘“true environment al benef

b

A breakeven approach is adopted to weigh up the likely relative advantages and drawbacks of

optonlaand judge whether 1t 1is 1likely to be ]
answer the following questions:

What level of benefit would be required to offset the costs?

What is the minimum number of cases/outcomes that would need to be avoided to
achieve this level of benefit?

9 Is this minimum number cases/outcomes avoided aibleguoutcome of the option?

T
T

In order to estimate the economic value of the potential human health damage costs avoided, a
costof-illness approach has been adopted. This considers medical treatment costs,
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productivityearningslosses and, where availabilen di vi dual ’>s willingnes
avoid the outcome under consideration.

The following subsections provide an overview of the possible health and environmental
outcomes of the exposure to substances with ED, PBT/vPvB and PMT/vPvM properties, and
their economic metrics.

Endocrine disruptors

Despite all uncertainties and information gaps, researchers agree that exposure to EDs may
lead to substantial societal costs, with estimates in the range of billions of euros for the EU on
ayearlybasis,with o me st udies e¢sti ma t-288hilliorcpersyaas(Rijk n t he
et al, 2016):%4 Assuming that the overall burden is broadly correct, the grand total cost of PO1

is approximately one to three thousandths of the overall buktlemever, there is lot of
uncertainty associated with the causal 11ink
corresponding healtfelated costs. Moreover, only a few EBsociated health effects have

been quantified, and therefore any estimate need to be iieerpvigh care.

Due to the large uncertainties surrounding the monetary evaluation of the health and
environmental impacts of EDs, a breaken approach is used to provide an illustration of the
number of specific health outcomes that policy option 1 whalde to contribute to avoid
justifying its costs.This is complementelly an additional benchmark approach, comparing
the benefitcalculated througlpredefined population attributable fractions to the costs of the
policy option.

Human and environmentekposure to EDs- through multiple routes- is the result of their
presence in a wide variety of products, including food packaging, pharmaceuticals, cosmetics
and personal care products, pesticides, fabrics and upholstery, electronics, plastic btdtles, me
food cans, detergents and toys (Kassotis et al., 2020). EDs can mimic or interfere with the
body’ s endocrine system, and associated e f
reproduction, breast development and cancer, prostate cancer, neuroermpgrithgiroid,
metabolism and obesity, and cardiovascular endocrindf3gyulnerable groups, such as
young children, are particularly affected by exposure to EDs, which can halmtifenpacts

and exhibit in adulthoodRijk et al. (2016) identifieanorethan 80 different health endpoints
which have beempotentially associated to exposure to EDsble 65reproduces health
outcomes attributable to exposuio specific EDs— with strength of human evidence and
probability of causation— as reported by Kahn et al. (2020).

Table66: Strength of evidence and probability of causation for outeerp®sure associations

Qutcome Strength of human evidence Probability of causation
Perinatal outcomes

Low birthweight Not assessed Not assessed

Preterm birth Not assessed Not assessed

Reduced anogenital distance Not assessed Not assessed
Neurodevelopmental

IQ loss and intellectual disability | Moderate to high | 70-100%

184]. Rijk, M. van Duursen, and M. van den Beftgalth cost that may be associated with Endocrine Disrupting
Chemicals— An inventory, evaluation and way forward to assess thenpial health impact of ED@ssociated
health effects in the EUnstitute for Risk Assessment Sciences, University of Utrecht, 2016.

165 National Institute of Environmental Health Sciences(n.d.) Endocrine Disruptors.
https://www.niehs.nih.gov/health/topics/agents/endocrine/index.cfm
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Table66: Strength of evidence and probability of causation for outeerposure associations

Outcome Strength of human evidence Probability of causation
Attention-deficit disorder Low to moderate 20-69%
Autism spectrum disorder Low 20-39%
Metabolic
Childhood obesity Moderate 40-69%
Adult obesity Low 40-69%
Adult diabetes Low 40-69%
Reproductive outcomes

Cryptorchidism Low 40-69%
Low testosterone, resulting | Low 40-69%
increased early mortality

Male infertility, resulting in Low 40-69%

increased use of assist
reproductive technology

Endometriosis Low 20-39%
Fibroids Low 20-39%
Testicular cancer Very low to low 0-19%
Semen quality Not assessed Not assessed
Polycystic ovarian syndrome Not assessed Not assessed
Breast cancer Not assessed Not assessed

Notes: Kahn et al. (202Ggport strength of evidence and probability of causation per specific EDs and tempasfure
(prenatal, pregnancy, adult, lifetime). This table reproduces only the highest strength of human evidence and p
of causation among specific EDs anddinf exposure.

Kahn et al. (2020) is part of a series of papers publishélddsande and colleagues starting
in2015%% e stimating the socioeconomic impacts 0
exposure. These papers use the population attributable fraction methodology and calculate the
attributable costs as the product of disease, attributable fraction, population size and cost

per case. The cost per case includes health care direct costs, rehabilitation costs and lost
productivity. To establish the probability of causation, the authors adapted the
Intergovernmental Panel @@limate Change (IPCC) approach, combining the assessment of
the strength of the epidemiological and toxicological evidence. Bond and Dietrich (2017) have
criticised the methodology used in this series of papers, pointing to a number of criticalities:
skewed and nottransparent selection of experts for the panels establishing probability
causation for each outcomegposure association; limited evidence for certain outeome
exposure association; ndransparent selection of the literature evaluated; monetisaft

health outcomes with low to moderate probability of causation; insufficient number of experts

in the panels.t should be noted that Trasande and colleagues have responded to the
criticisms16”1%8 defending their methodology and maintaining that tlmemic estimates are

likely to be consevative.

For the purpose of this assessmensubset of four health outcomes was seleetedne
outcome for each outcome category:

186 Trasande et al. (2015); Bellanger et al. (2015); Hauser €Gil5); Legler et al(2015); Hunt et al. (204);
Trasande et al. (2016)
187 Hunt et al.(2016): Response to the Letter by G. M. H. Swaen and R. OtterJournal of Clinical
Endocrinology & MetabolismVolume 101, Issue 11, 1 November 2016, Pages-+110
L111, https://doi.org/10.1210/jc.2018294
168 Bellanger et al. (2015): Response to the Letter by Middlebeek and V&hgedournal of Clinical
Endocrinology & MetabolismVolume 100, Issue 6, 1 June 2015, Pages-L54
L55, https://doi.org/10.1210/jc.201%221
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Low birth weight (perinatal outcomes)
IQ loss and intellectual disabiliijpeurodevelopmental)
Childhood obesity (metabolic)

Male infertility (reproductive outcomes)

A very low weight at birth can have consequences on development, including an increased
prevalence of neurosensory problems, behavioural and social competebtEmgr and
intellectual and learning disabilities. As noted in ECHA (2016c), the actual outcomes
associated to very low birth weight cannot be known in advance. Alberirficasdy (2014)

value that the prevention of one case of very low birth weight:@2405,000 (equal to
€2021450,000%%° from a public perspective.

Neurodevelopmental disabilities have been associated with 1Q productivity losses and other
associated health and societal costs. A number of atithts!’? have estimated the cost of

an 1Q point lost as USIg1019,269(equal to EUR02:30,500) in discounted lifetime costs.
Honeycutt et al. (2004) report average lifetime costs per case of intellectual disability of
USDzoosl , 01 4, 0 0 0202:1,690,000)7 t o €

Obesity presents significant healthcare costs to society and can result in various related
conditions and subsequent reductions in life expectancy. Direct costs considered include drugs,
hospitalisations, monitoring and obesagsociated pathologies. Inglit costs are productivity

losses, in terms of both presenteeism and absenté€istamilton and Dee (2017) value the
total 1ifetime excgxl600000°5t per obese child a

There are significant individual and societal costs associated with malelwefive health

problems, with costs including medical and fertility treatment. Alberini &asn; (2014)
estimated the valwue of a statisti®z®Bl900pregna
( e qu a0042,000). €

With regard to the environmentalmp act s of EDs’ exposure, whil
specific cases (endocrine disruption in fish), there is limited understanding of the causal
associations between EDs and effects on individual animals and wider wildlife populations
(Jobling, S.Tyler, C. R., 2006).

[llustrative benefit calculations—- EDs

Number of cases to be avoided to justify the costs

169 Rounded to the nearest ten thousand.

170 Attina TM, Trasande L (2013): Economic costs of childhood lead exposure in low and -miciutiee
countries. Environ Health Perspect 121:1:09D2

"1 Trasande L, Liu 2011): Reducing the Staggering Costs of Environmental Disease in Children, Estimated at
$76.6 Billion In 2008. Health Affairs 30:86870

172 Bellanger et al. (2013): Economic benefits of methylmercury exposure control in Europe: monetary value of
neurotoxidty prevention Environmental Health 12

173 Converted using the purchasing power parities and inflation rates reported by the OECD
(https://data.oecd.org/conversion/purchagioegverparitiesppp.htn) and
(https://stats.oecd.org/index.aspx?queryid=82174

174 presenteeism refers tioe lost productivity that occurs when employees are not fully functioning in the
workplace because of an illness, injury, or other condition. Absenteeism occurs when people are sick, injured,
unwell or are unable to come to work due to circumstances.

175 Rounded to the nearest ten thousand.
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The benefits of PO1 are equal to the number of adverse human health and environmental
outcomes avoided multiplied by the cost (or valuegaxth of those outcomes. Regarding the
value of the outcomes avoidetthe range of possible outcomes from human exposure and
environmental releases to EDs is much larger than the range of available metrics. The valuation
of the Dbenefitrse prreelsiecenst aotni vsee’l eocuttecdo nfe s
out comes. Thus, by default, any assessment
benefit. There is no means of predicting how many avoided cases PO1 would result in, and
therefor&e here 1is no ‘case multiplier?’

In order to simplify the analysis, the
have been aggregated to provide a single statistical value, using a weighted average approach
based orassumed equal frequency of outcomEable 6§. The weighted average value has

been annuaded usinga 40year period to account for theng latencyof the consideretiedth
outcomes—i.e. the long timehat passeletweerbeing exposed and having symptomsand

for the fact thasome of the health outcomes afféet offspring of theexposed population.

Table67: Aggregation ofvalues for substances with outcomes

Substance | Valuation metric Monetary value | Relative frequency /| Weighted average
properties weight value to be applied
Endocrine Low birth weight €450, 0 25% €585,500
disruption | Intellectualdisability €1, 690, 25% PV =25380 (40y,
Childhood obesity €160, 0 25% 3%)
Male infertility €42,00 25%

The minimum number of cases/outcomes that would need to be avoided to offaatoR31

for ED substances estimated to range betweé&rB25- 2,981in the case of 9% of the
substances classified for ED properties being withdrawn from the market because of CLP
classification. This equates to60to 1.4 cases/outcomes to be avoided per substaraae

67).
Table68: lllustrative benefits for ED substances

PV total cost of POdfor ED substances(9% market withdrawal €33, 56079091

(CI: -€37%M)
PV totalcost of PO4for ED substances(25% market withdrawal €72, 00010D08

(CI: -€39BHM)

Statistical case
PV (40 years; 3%df weighted average value of statistical outcome €25,330
Total number of cases to be avoided to justify BEdsts for EDs (9% market 1,325- 2,981
withdrawa) (Cl: 1,095- 3,759
Total number of cases to be avoided to justify B@dsts for EDs (25%market 2,843-6,430
withdrawa) (Cl: 2,348- 8,109
Number of cases to be avoided per substaf@® market withdrawgl 0.62-1.39
Number of cases to be avoided per substaf2g&% market withdrawgl 4.97-1124
Low birth weig ht
PV (40 years; 3%) of sighted average value of statistical outcome €19, 468
Total number of cases to be avoided to juddiyla costs for EDs (9% market 1,724- 3,879
withdrawal) (Cl: 1,424-4,891)
Total number of cases to be avoidefusiify POJacosts for EDs (25% market| 3,699- 8,366
withdrawal) (Cl: 3,055-10,551)
Number of cases to be avoided per substaf@® market withdrawgl 08-1.81
Number of cases to be avoided per substa2g&% market withdrawal) 6.47—-14.63
Intellectual disabilities

PV (40 years; 3%) of eighted average value of statisticatcome | €73, 113
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Total number of cases to be avoided to justify R€dsts for EDs (9% market 459- 1,033
withdrawal) (Cl: 379-1,302)
Total number of cases to be avoided to justify BEdsts for EDs (25% market| 958- 2,228
withdrawal) (Cl: 814-2,809)
Number of cases to be avoided per substaf@® market withdrawgl 0.21-0.48
Number of cases to be avoided per substaf2&% market withdrawal) 1.72—3.89
Childhood obesity
PV (40 years; 3%) of sighted average value of statistioatcome €6, 922
Total number of cases to be avoided to justify R€dsts for EDs (9% market 4,849- 10,909
withdrawal) (Cl: 4,006— 13,757)
Total number of cases to be avoided to justify BGdsts for EDs (25% market| 10,402- 23,530
withdrawal) (Cl: 8,593-29,674)
Number of cases to be avoided per substaf@® market withdrawgl 2.26-5.09
Number of cases to be avoided per substa2&% market withdrawal) 18.19-41.14
Male infertility
PV (40 years; 3%) of sighted average value sfatistical outcome €1, 817
Total number of cases to be avoided to justify B€dsts for EDs (9% market 18,471- 41,558
withdrawal) (Cl: 15,259-52,407)
Total number of cases to be avoided to justify BQists for EDs (25% market 39,628- 89,640
withdrawal) (Cl: 32,737-113,042)
Number of cases to be avoided per substa(@® market withdrawdl 8.61-19.37
Number of cases to be avoided per substaf28% market withdrawal) 69.28- 156.71

Table 67also provides the total number of cases and the number of cases per substance to be
avoided to justify the costof POla considering eache of the fouhealth outcomethat have

been associated with exposure to EDEs allows to compare the total number of cases to be
avoided with the prevalence of each one of the health outcomes

Low birth weight: in the EUin 2018 1 in 15 babies (6.6%) weighed less than 2gi@dhmes
at birth’® There were 4,245,710 live births in the El}27meaning that around 280,217
babieshad a low birth weight according to the WHO definitidhe total number dbw birth
weightcases to be avoided justify POla costseanges from 724 t08,366(central estimate)
i.e. between 8% and 3%of the number of low birth weight cases in 2018.

Intellectual disabilities: McKenzie et al. (2016) report the prevalence of intellectual
disabilities at one perceht Consideringan average of 4 million live births per yé&taround
40,000 babiewiith intellectual disabilities are born every yelne total number of intellectual
disabilities cases to be avoided to justify POla costs ranges4%@to 2,228 (central
estimate)i.e. betweer.1% and5.6% of the number of low birth weight casegery year

176 OECD/European Union (2020): Health at a Glance: p2020: State of Health in the EU Cycle, OECD
Publishing, Parisjttps://doi.org/10.1787/821292%M (Figure 3.15)

177 Eurostat: All data > Population and social conditions > Demography, population stock and balance >
Fertility (national level) >Live births (total) by montfDEMO_FMONTH)

18 McKenzie, K., Milton, M., Smith, G. et a{2016): Systematic Review of the Prdgace and Incidence of
Intellectual Disabilities: Current Trends and Issues. Curr Dev Disord Rep-31 1504
https://doi.org/10.1007/s404016-00857

179 Eurostat: All data > Population and social conditions > Demography, population stock and balance >
Fertility (national level) >Live births (total) by montfDEMO_FMONTH)
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Childhood obesity. * Near 1 y one ({(1l20)agedgtis obaseé anverdge eniEU

¢ o u n t'¥Theresare around,500,000eight yearsld each and everyear!® meaning that
around540,000eight years old children are obesethe EUeach and every yeafhe total
number of childhood obesity cases to be avoided to justify POla costs ranges from 4,849 to
23,530(central estimate).e. betweel®.9% andd.4% of thenumber otchildhood obesitgases

every year

Male infertility : According to Agarwal et al. (20152 the prevalence of male infertility in
Europeis around 7.5% of theale populationln 2020, there were 2,089,615 male live births

in the EU27:83 This meanshat, by applyingthe prevalence rate, thesere 156,72manborn

with reduced semen quality resulting in infertilityhe fertility ratio in the EU27 is 1.50461,

so the number of children that will not be born naturdile to reduced semen quality is
235,804.The total number of male infertility cases to be avoided to justify POla costs ranges
from 18,471 to 89,640 (central estimate), i.e. betwe&& and 38% of the number of male
infertility cases every year.

Predefined population attributable ftiions

While the evidence between exposure to endocrine disruptorsegative health outcomes is
convicing (although varying in strengthihe estimat®f the population attributable fractions

is associated with large uncertainties, due to their mutitifiat nature WHO/UNEP (20124

attributes 24%f human diseases and disorders globalgnaronmental factor®russUstin,

et al. (2016) suggest thatound 22% of GBD could be attributed to environmental risks using

a range of methods of expert elicitatibfow much ofthis proportion could be attributed to
chemical s—oex f®s 0 r—eis pnolearuandesubject to intense reseafsh.
illustrative example,Olsson et al(2014)8 used three different e t i 01 o gi cl%l frac
(low), 20%(medium)and 40%high), recognsing that other environmental factgy a role

(e.g. dietary factors, body mass index and waist circumference, obesity, spusgnge of

physical activity and alcohol consumptiomijk et al (2016) used 1%, 2.5% and 10%
considering that the first two point estimates am¢hin the lower ranges of fractions
attributable to environmental factors and more specifically to chemicals presented in

WHO and OECD paper3he 10% point estimate is usedragh end of the rangevhich is

still conservative if compared to the range used byddist al. (2014). Indeed, Rijk et al.
(2016)recogree t hat “for some diseases the role of
oher disecases’

180 OECD/European Union (2018): Health at a Glance: Europe 2018: State of Health in the EU Cycle, OECD
Publishing, Paris/European Union, Brussbtfps://doi.org/10.1787/health glance -@@18en(Figure 4.15).

18l Eurostat: All data> Population and social conditiorrss Demography, population stock and balarce
Population (national level)

182 pgarwal, A., Mulgund, A., Hamada, A., & Chyatte, M. R. (201&unique view on male infertility around
the globe. Reproductive biology and endocrinology : RB&E, 13h8@s://doi.org/10.1186/s9%5801500321
183 Eurostat: All data > Population and social conditions > Demography, population stock and balance >
Fertility (national level) > Live births by mother's age and newborn's sex (DEMO_FASEC)
184\WHO/UNEP (2012) State of the scienceradocrine disrupting chemicals 2012. Edited by Ake Bergman,
Jerrold J. Heindel, Susan Jobling, Karen A. Kidd and R. Thomas Zoeller.

1850lsson et al. (2014): The Cost of Inactiasocioeconomic analysis of costs linked to effects of endocrine
disrupting sbbstances on male reproductive healtiemaNord 2014:557. Nordic Council of Ministers.
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Under this approach, the costs attributable to exposure to EDs are taken as a proxy of the
benefits.Table 69(overleaf)presents the discounted costs-{#@r period; 3%per year of

cases attributable to exposure to E@sfour health outcomeslsing a predefinedopulation
attributable fraction of 2. 5%, t h Theoneoffal ¢ o s
costestimatesf policy option laforED$s ange bet ween €33 marll i on
around 10% to 50% of the cosibcasefill-h e a1l t h at tri but pebyear. t o EI
How much of these costs will be saved by the CLP revision onlynisnown, but the
introduction ofidentification and classification criteria for EDs in CLRhe prerequisite for

the delivery ofall benefits, including through the extension of the generic approach to risk
management (foreseen in the revision of REACH), amdre in general, through the
enhancement of risk management measures to nsmegrposure. Moreoveronsidering that

over 80heath endpoints have been associated to exposuED® and that theestimates

presented refer to a subset of only four health outcameese an underestimatidhe omitted

benefits are very likely to result the total benefits being much greater thandb&ts of this

policy option.Environmental impactlBave also not been accounted for, although an attempt

for PBT/vPvB and PMT/VPvM substances is presented in the following subsection.
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F year
Discounted

Cost per year
Health Lifetime Discounting| Discount| lifetime cost Cases attribatble
outcome cost per casq period rate per case Prevalence| Population| Cases PAF | to EDs per year
Low birth €450 .0 €
weight ’ 40 3 19,468.07 6.60% 4,245,710 | 280,217 | 2.5% 7,005 € 136, 38
Intellectual €1.690 €
disabilities ’ 40 3 73,113.42 1% 4,000,000 | 40,000 | 2.5% 1,000 € 73,1
Childhood €160. 0 €
obesity ’ 40 3 6,921.98 12% 4,500,000 | 540,000 | 2.5% 13,500 € 93, 4
Male €42,00 €
infertility ’ 40 3 1,817.02 7.50% 2,089,615 | 235,804 | 2.5% 5,895 € 10,7
Total | € 313,65
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[llustrative benefit calculations- PBT/vPvB and PMT/vPvM substances

A core methodological difficulty for estimating (and valuing) the benefits of action to curb or
cease emissions of PBT/vPvB (or ot her wise a
PBT/vPvB and PMT/vPvMsubstances in the environment cannot be established with
reliability. Target compartments and species at risk cannot be identified with sufficient levels

of accuracy and, owing to the lotgrm presence of these substances in the environment,
secondary paioning and multgenerational effects in wildlife cannot be readily predicted.

The inability to estimate the monetary benefits of actions to curb emissions from PBT/VPVB is
evidenced by the lack of benefit estimations in the EU REACH restriction dos$siers
PBT/vPVB regulated thus far under EU REACH. Few stated prefetsaszsl studies have

been undertaken with the aim of developing 1
precautionary approach with respect to PBT and vPvB. As noted by ECHA (&@ck of

information on changes in impacts makes it difficult to develop credible change scenarios
which could leave survey respondents unclear as to what they are being asked to value.

The most relevant °off t he thirestittibns breughtintana t e s
force under EU REACH, expressed as costs per kg/tonne of emissions reduced/to be reduced.
These are reported i n“Cdsteahdbenefit§ol REAQHrestrictign® r t o
proposed between 2016 to 20% but are oftensimply costs of switching to alternatives.

Rarely, restriction dossiers have costs of clegnn different countries (e.g. Australia with

PFAS). None of the available information, then, explicitly values the impacts.

For these reasons, a breakenapproach is used to provide an illustration of the quantity of
PBT/VPvB and PMT/VPVM substances substituted/withdrawn from the market that policy
option 1 would have to contribute to justifying its costs.

The illustrative benefits of the inclusion of PBP&B and PMT/vPvM hazard classes in CLP
were calculated assuming that the quantity of PBT/vPvB or PMT/vVPVM substances substituted
or withdrawn from the market due to CLP classification is equal to 345 tonnes on average per
substance. This weighted averageswalculated by multiplying the tonnage band distribution
shares of basket 1 and basket 2 PBT/vPvB and PMT/vPvM substances multiplied for the lower
end of the tonnage bands:

31% of the substances that could be classified for PBT/vPvB or PMT/VPVM pesperti
are currently registered in quantities above 1,000 tonnes per year. This share has been
multiplied for 1,000 tonnes;
36% of the substances are registered in quantities above 100 tonnes per year. This share
has been multiplied for 100 tonnes;
21% of thesubstances are registered in quantities above 10 tonnes per year. This share
has been multiplied for 10 tonnes;
12% of the substances are registered in quantities above 1 tonne per year. This share has been
multiplied for 1 tonne.

The estimate of 345 tonager year as the statistical average quantity of each PBT/vPvB and
PMT/vPVM substance on the market is very conservative, as it assumes that all substances are

186 ECHA Costs and benefits ®EACH restrictions proposed between 2@020 February 2021, available at:
https://echa.europa.eu/documents/10162/13630/costs benefits reach restrictions 2020 en.pdié@dsdafcl
cb8c896060af21808e2e
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manufactured or imported at the lowest end of the REACH registration tonnage band and does

not account for multiple registrants per substance. The present value of the total cost of
including hazard classes for PBT/VPvB and PMT/VPuMopp e r t i es rangMs fr or
(depending on the assumption on the number of mixtures containing one substarate), w

e quat 820fbopere&kg of PBT/VPVB or PMT/VPVM substances. If the benefits of
withdrawing PBT/ vPvB an d0.7BrMboveythen POlswouldsbe a n ¢ e
justified.

Table70: lllustrative benefits for PBT/vPvB arRMT/vPvM substancdper year)

Statistical average quantity of each PBT/vVPvB and PMT/VH 345,000 kg
substance on the market
Number of substances withdrawn from the market doeCLP | 56
classification— (9% of all classified PBT/vPvB and PMT/vPv
substances)

Number of substances withdrawn from the market due to | 156
classification— (25% of all classified PBT/vVPvB and PMT/VPv

substances)
Total kg PBT/vPvB an®MT/vPvM withdrawn— 9% 19,468,350 kg
Total kg PBT/vPvB and PMT/vPvM withdrawn25% 54,078,750 kg

PV total cost of POdfor PBT/vPvB and PMT/vPvM substances €5,87-,1290@ 00, 00
11 mixtures per substance)
€13, 142006620, 0
on 25mixtures per substance)
Benefits per kg PBT/vPvB or PMT/vPvM to offset Paxbsts Mi ni m@2m0.¢

As mnoted by SEAC, “data on P, B and T prop
assessment of the human health or environmental impacts. Tlialaf benefits via the
assessment of the impacts on the environment and human healthe st andar d °
pat hways’ approach t o b eisthefeiote ot possible, and aikenh t f o
options for benefits assessment need to be cansidé¥”Accordingly, SEAC has pursued the

approach of establishing a benchmark for the proportionality/disproportionality of action to
reduce emissions of PBTs considering the cost of past action. Oosterhuis and Brouwer (2015)
gathered information on the sts of PBT emission reduction or reductions in the use or

exposure to PBT/VvPvB substances. In addition
to value the public willingness to pay for such reduction. The authors found that the maximum
willingnesst o pay is difficult to deter mine, but

implied by spent or budgeted 1nvestment on
Considering potential further investment, this minimum value might increase to between
€E20®,0 and €300, 000 per kg. The study 1dentif
kg PBT substituted, remediated or emission reduced. The proportionality of these costs
depends on the damage potential of the PBT/vPvB substances, which in turn depereis
environmental fate/distribution, characteristics, size and dynamics of the stocks and flows in

the environment, the exposure ad hazard potential. Oosterhuis and Brouwer (2015) stress that
cost estimates for clearp / remediation are much hightbian cost estimates for substitution,

with the values ranging from less than one euro to several millions of euros per kilogramme.
Cost estimates for substitution depend on the availability and production costs of suitable
alternatives and are specificttee end uses of the substance to be substituted. Moreover, costs

187 Evaluation of restriction reports and applications for authorisation for PBT and vPvB substances in SEAC.
SEAC/31/2016/0%Rev.1 (Agreed at SEAC 31). Helsinki, 9 June 2016.
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per kilogrammes vary hugely depending on the total amount or concentration of the PBT/vPvB
substance and whether it is contained in a closed/confined space or widely dispersed.

[3 b

Nevertheless; o mpar i ng t he grey zone’ @ 02@7perkgobor ti o
PBT/vPvB or PMT/VPVM substance substituted suggests that the classification of PBT/vPvB
and PMT/vPvM substances through CLP is likely to justify the total costs.

RPA & ARCHE @Q019)!®8 report several examples of costs of remediating sites where
contamination of groundwater and soil has occurred dpagbuse of PFASNVeber (2016°

reportscosts of upgradingvastewater treatment works to reduBEAS concentration in

drinking water in the Ruhr and itebutariesof around€ 1 0 0 mi 1 1 i on, wit h th
several yearsThe costs of remediatirtge contamination of Dusseldorf airport due to the use

of fire-fighting foams containing PFAB8uring firefighting practicesve r ¢ e st i mat e d
million, and the cost of exchanging sail & different siteestimatecoetweere 1 bnit b1 € &

billion. Remediation costs fawo otherPFAScontaminateairportsin Norwaywere reported

at > 1 11o0on (Evenes airport) and €3.1 millio
(2017)1°

188 RPA & ARCHE (2019): Socigeconomic Assessment of PFHxS and PFHliated substances. Final report
for the Norwegian Environment Agency.

89Weber R (2016): Some lessons learned from PFOS/PFAS manage@entriany, Sciene and Policy of
Organohalogens pieioxin Symposium, 28 August 2016, Firenze, Italy.

190 Alling, Vanja, Hartnik, Thomas, & Bjeertnes, Olaug (2017). Two case studies for remediation of PFAS
contaminated firdighting sites in Norway. Proceedingéthe 7th International Contaminated Site Remediation
Conference, (p. 633). Australia.
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Annex 9— Harmonised Reference values

CONTEXT

The REFIT evaluatin of REACH and Fitness Check of other chemical legislation identified
several issues/shortcomings t hat ar-eoner el at e
assessment process’ and that affect proper f
effectiveness, efficiency or coherence. Addressing these shortcomings together with the
experience gained by the Commi s si o-goinand Ag
assessments, while taking into account alreadgaing activities to improve the assenent

processes, will pave the way towards one substanoe assessment process.

As i1indicated in the chemical strategy for st
approach aims to ensure that methodologies are made more coherent aedtenthmssible

har moni s eprdmote reuse andbharfmonisation of human and environmental-health

based limit values among EU risk assessors and managers through a centralised and curated
EU repository;?”

To this extent, the Commission will ensure ttiet CLP Regulation strengthens its role as the
cornerstone for hazard classification. To reach this aim, the Commission will introduce new
hazard criteria, for Endocrine Disruptors, PBTs/vPvBs and other potential SVHCs (e.g., PMT,
vPvM). In addition, in ader to ensure that regulatory hazard characterization methodologies
are applied in a coherent and, to the extent possible, harmonised way, the Commission proposes
to add a procedure under CLP to derive and publish harmonised human and environmental
toxicaogical reference values.

The overall goal in harmonising human and environmental toxicological reference values in

CLP is to offer a unique reference value that could be used by downstream legislation, when
deemed appropriat&hese values should supp&tt risk assessors and duty holders in their

specific regulatory frameork. This is intended to be particularly relevant for 812G #3 Good

health and welbeing—-Tar get 3.9 By 2030, substantiall.y
illnesses from hazardoush e mi cals and air, water and soil

PROBLEMS AND DRIVERS
Problems

The risks to the human health athé@ environment deriving from the exposure to hazardous
chemicals are identified and addressed through the assesgroeatiures set out in the
legislation. The main steps of the chemical risk assessment and management prguess (
66) involve different European agees and expert committees.
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Figure 66: Main steps of the chemical risk assessment and management pr&msse: EC (2019¢)

When considering the chemical risk assessment and management process, CLP provides only
for the first step: hazard identification and classification. Hazard characterization (er dose
response assessment) involves the setting of human and environmergateetalues, which
expresses the concentration of a substance below which no adverse effects on human health or
the environment are expected in case of threstabdtances or the risks are considered
acceptable in case of néreshold substances. Thene toxicity reference values which are
derived exclusively based on scientific data and considerations, and values which take into
account also socieconomic, technical feasibility and other considerations. These include
regulatory limits on the conceation in specific product§.able 69rovides a nofexhaustive

list of reference values.

Table70: Non-exhaustive list of toxicity reference values

Derived NoEffect Level (DNEL)

Derived Minimal Effect Level (DMEL)

Predicted No Effect Concentration (PNEC)
Environmental Quality Standard (EQS)

Acceptable or Tolerable Daily/Weekly Intake (ADIDDI/TWI)
Tolerable Upper Intake Level (UL)

Acute Reference Dose (ARfD)

Acceptable Operator Exposure Level (AOEL)

Acute Acceptable Operator Exposure Level (AAOEL)
Occupational Exposure Limit (OEL)

Indicative Occupational Exposure Limit Value (IOELV)
Binding Occupational Exposure Limit Value (BOELV)
Maximum Residue Level (MRL)

Threshold of Toxicological Concern (TTC)

Maximum Tolerable Dose (MTD)

Average Requirement (AR)

PopulationReference Intake (PRI)

Adequate intake (Al)

Maximum Tolerable Daily Intake (MTDI)

Acceptable Intake

Health based exposure limit (HBEL)

Permitted Daily Exposure (PDE)
Source: Call for tenders ENV/2021/0OP/001Designing EU repository of healtaseal limit values and collating
information for he first version of the repository
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These are derived by companies, competent authorities, EU Commission or international
organisations under REACH or other pieces of legislafiable 70provides a nofexhaustive
list of legislation under which toxicity reference values are set.

Table71: Non-exhaustive list of legislation under which HBLVs are set
REACH Regulation (EC) 1907/2006

Plant Protection Products Regulation (EC) 1107/2009

Biocidal Products Regulation (EU) 528/2012

Cosmetic Products Regulation (EC) 1223/2009

FoodContact Materials Regulation (EC) 1935/2004

Regulation on contaminants iodd (EEC) 315/93

Directive on undesirable substances in animal feed (2002/32/EC)
Food improvement agents Regulation (EC) 1331/2008
Regulation on food additives (EC333/2008

Regulation on food enzymes (EC) 1332/2008,

Regulation on flavourings (EQ)334/2008

Regulation 234/2011 implementing Regulation (EC) No 1331/2008
Feed additives Regulation (EC) 1831/2003

Maximum Residue Levels of pesticides Regulation (E¥E/3005
Water Framework Directive (2000/60/EC)

Environmental Quality Standards Ditee (2008/105/EC)
Groundwater Directive (2006/118/EC)

Drinking Water Directive (EU) 2020/2184

Marine Strategy Framework Directive (2008/56/EC)

Carcinogens anilutagens Directive (2004/37/EC)

Chemicals Agents Directive (98/24/EC)

Asbestos at WorbBirective (2009/148/EC)

Regulation (EU) 37/2010 on pharmacologically active substances and their classil

regarding maximum residue limits in foodstuffs of aalmrigin
Source: Call for tenders ENV/2021/0OP/001®esigning EU repository ofiealthrbased limit values an
collating information for the first version of the repository

Differences between DNELs for the same substance

With the ECHA Guidance on Information Requirements and Che®afaty Assessment, R.8
(ECHA, 2013 a detailed methodological guidance for deriving DNELs is available.
Nevertheless, in a study on behalf of the Dutch RIVM, the authors found substantial differences
depending on the body deriving the DNEBskenk et al., 2034Schenk et al.20159 noticed

large differences in DNELSs for 20 substances from registration dossiers, when comparing it to
Swedish OELs and to DNELs derived for these substances bytth@sathemselves, based

on the R.8 Guidance document. Differences up to several orders of magnitude were observed.
In many cases the authors observed differences in the dose descriptor used (i.e. differences in
selection of key study and leading effect).

A statistical approach has been used to further analyse the issue. The DNEL List of the German
Social Accident Insurance Association (DGU%)was downloaded that contains inhalation
DNELs for workers (longerm, local and systemic effects) as of Novemi#02 This list

191 GESTIS DNEL List,Hazardous substance information system of the German Social Accident Insurance
available athttps://www.dguv.de/ifa/gestis/gestimetliste/index2.jsp
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contains 6,611 entries relating to 5,804 unique chemicals. Of these 5,804 unique chemicals,
5,390 (93%) only have one entry in the DNEL list. In most cases, this entry relates to a DNEL
for system effects only, but there are cases for wintyra DNEL for local effects is available

or a DNEL for local and systemic effects. Among the remaining 414 unique chemicals, the
majority has two entries (N=319, 77%) and 90% have between two and four entries (N=374).
Two or more entries may result efgom different toxicological summaries provided in
IUCLID by the lead registrant and members of a consortium or from different submissions.
They may still contain identical DNELs and only differ in other respects. If two entries for a
substance exist, up four DNELs may exist (two for local and systemic effects in both entries),
but only a local DNEL may exist in one entry and a systemic DNEL in the other entry (which
is in fact the case for a substantial number of substances).

An evaluation done on unig chemicals with two (identical or different) workers ldaagm
inhalation DNELs for systemic effects has been performed for the impact assessment. This
covers most of the chemicals with more than one entry and the exclusion of DNELSs for local
effects isacceptablé® In total, 214 comparisons are available, i.e. 214 unique chemicals with
two workers longerm inhalation DNELSs for systemic effects, for which the higher DNEL can

be compared with the lower DNEL. For 12 of these substances (5.6%), the twos =L
identical. This low number is not surprising, since there is no reason to provide diverging
toxicological summaries if the DNELs (and all other information) are identical. Large
differences of several orders of magnitude are observed in rare cdsbe highest difference
between the higher and the lower DNEL is by a factor of almost 46°90bis very high value

has a large impact on the mean difference between the higher and lower DNEL, as shown in
the following table.

Table72: Summary statistics for the comparison of the higher and the lower DNEL per substance

N 214

AM 204 (18)*
MEDIAN 3.0

GM 4.4

MIN 1.0

MAX 39,837
Higher and lower DNELSs within

a factor of 2 80 (37%)**
a factor of 5 134 (63%)**
a factor of 10 166 (78%)**
Notes: * Value in brackets after exclusion of the maximum value. ** Percentages relate to the total dataset (N=2

The data suggest that DNELs in REACH registration documents may differ substantially in a
few cases, but that they do miitfer by more than one order of magnitude for more thanthree
fourth (78%) of the cases for which two DNELs are available. As noted above, more than one
DNEL entry exists only for 7% of the substances on the DNEL list, indicating that the problem

192 Note that if a substance has four entries with two relating only to local DNELs and two to systemic DNELSs,
the substance was included in the evaluation.

193 The two DNELs are 0.49 mghand 12.3 ng/m3, respectively, for ammoniusm@rcaptopropionate (EC no.
236-:526-4). No reason for these diverging DNELSs is apparent from the disseminated registration dossier. The
experimental data suggest that the higher DNEMhore adequate. Furthermore, there is only a single registrant,
and no specific compositions are identified that could explain the lower values. The lower DNEL therefore likely
represents an erroneous entry.
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is limited to few substances overall. This evaluation has some limitations. For example, it is
based on the DNEL list provided by DGUV (as of November 2020) and may include some
outdated information. For example, individual cases were noted where one of the DaAKELS
provided in the dossier by a registrant who in the meanwhile ceased manufacture. Furthermore,
this analysis was limited to substances with only two DNELs and other outcomes may be
obtained if all substances are included. Finally, substapeeific evéuations of the
differences could not be performed due to time constraints. There may be good reasons for
differences in DNELs, such as differences in the composition and/or impurity profile of a
substances. Therefore, the differences noted above docestsaely indicate inconsistencies.
Apart from different DNELs in REACH registration dossiers, DNELs derived by registrants
may also differ from the ones established by RAC for use in applications for authorisation
under REACH. In the following table substes are listed, for which RAC recommended
DNELSs for use in authorisation dossiers. The DNELs as derived in the respective registration
dossiers are listed for comparison. For some of the substances, large differences in the
numerical values are obvious.

Table73: RAC referenc®NELS and DNELS from registration dossiers for substances in Annex XIV

Substance EC No. | CAS No. | DNEL -| DNEL - General
Workers - | population - oral
inhalation (mg/kg bw/d)*
(mg/m?3)*

RAC | Dossier | RAC Dossier
** *%

Trixylyl phosphate 246 25155 | 0.08 |2.96 0.008 0.15

(TXP) 677-8 |231

1-bromopropane 203 10694- | 6.2 0.029** | 0.32 -

4450 |5 *

Diglyme (bis(2 | 203 111-96- |1.68 | 26.8 0.09 1.04

methoxyethyl)ether 9244 |6

Benzyl butyl phthalatd 201- 85687 |9.9 4.36 0.5 0.5

(BBP) 622-7

Dibutyl phthalate 201- 84742 |0.13 |0.13 0.007 0.007

(DBP) 5574

Bis(2-ethylhexyl) 204 117-81- | 0.88 1.6 0.034 0.036

phthalate (DEHP) 2110 |7

Notes: * DNELs relate to lonterm exposure (see text for details). ** REACH Registration dossier. *** DMEL

carcinogeniceffects.

Differences between DNELs and OELS/IOELVs

The restriction under REACH of the aprotic solvéiiN-dimethylformamidé&® to fix a
‘harmonised DNEL” for workers (inhalation art
this substance in their chemical safety report in order to determine the relevant risk
management measures for worker protection. However, harmonisatibis ioontext only

relates to the REACH Regulation and other reference values remain in place, such as the
IOELV established by Commission Directive 2009/161/EU of 17 December 2009 (1% mg/m

as opposed to the * h@rthatoisnaise leddy biliNE limit valoef 6 mg

194 https://echa.europa.eu/de/applyifog-authorisation/evaluatingpplications
195 See REAG restrictionundefinel (europa.eu)
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established under OSH legislation in many EU member states. For companies, the different
reference or 11 mit values are confusing and
differences between REAGHNELs and OELs.) that is alskegally binding limit value
established under OSH legislation in many EU member states.

A large body of work investigating differences between OELs and DNELs is available. As
larger assessment factors are suggested to be used for DNELSs (see below), i2kpsced

to be lower than OELs for the same substance. This was observed by Schenk and Johanson
using the ECHA R.8 Guidance for several substances and comparing the resulting DNELs with
existing OELs as derived by the former Committee on Occupatiopaldtxe Limits (SCOEL)
(Schenk and Johanson, 2011). For the example of styrene, Kreider and Spencer Williams
(2010) also concluded that the worker ldéegn DNEL according to the REACH Guidance
would be lower than OELs. However, when authors compared ahtfls with existing
DNELs from registration dossiers no such differences were found. Partly, existing OELs were
used instead of deriving own DNELs (Nies et al., 2013; Schenk et al., 2015; Schenk et al.,
2014; Tynkkynen et al., 2015).

These analyses amimarily based on comparisons of DNELs with national OELs (from
Sweden, Finland and Germany). Therefore, additional analyses were performed by comparing
long-term DNELs from REACH registration dossiers (taken from the DGUV list mentioned
above) with EU I&LVs. After data curation, 103 substances remained in the analysis. The
following table summarises the results of this evaluation and shows similar comparisons of
DNELs and IOELVs in two of the studies that also evaluated national OELSs.

Table74: Comparison of DNELs from REACH registration dossiers and IOELVs

This study | Tynkkynen et al.| Nies et al.
(2015) (2013)

N (total dataset) 103 87 95
DNEL = IOELV 58 |56% |64 74% 71 75%
DNEL # I OELYV 45 | 44% |23 26% 24 25%
Of those with different DNELs and IOELVs
DNEL < IOELV 32 |71% |18 78% 14 58%
DNEL > IOELV 13 |29% |5 22% 10 42%
Combined evaluation of total dataset
DNEL < T OELYV 90 [ 87% |82 94% 85 89%
DNELs < IOELV 32 |[31% |18 21% 14 15%

This comparison demonstrates that (23156 ofthe DNELs are lower than the IOELVs and
(b) 87-94% of the DNELs are equal to or lower than the l&& This result contrasts the
findings of the studies cited above. The most likely but implicit explanation is that national
OELs from Sweden, Finland ancé@nany are lower than the IOELVs in many cases, but these
studies did not compare national OELs with IOELVs.

The quantitative analysis of nadentical IOELVs and DNELs shows that

1 If IOELVs are higher than DNELs (N=32), the difference is substantiaio(agfactor
96) in several cases. For one third of the substances (11/32, 34%), the IOELV is more
than 5times higher than the DNEL
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9 If DNELs are higher than IOELVs (N=13), the difference is only about a factor of two
on average and a factor of 5 amaximum.

The following table summarise the results of this evaluation

Table75: Comparison of DNELs with IOELVs for natentical values

IOELV > | DNEL >
DNEL IOELV

N 32 13

AM 9.1 2.2

MEDIAN 2.7 1.7

GM 3.7 1.9

MIN 1.0* 1.0*

MAX 96 5.0

Number of substances with a stifhes higher value 11 0

Notes: * Rounded to two significant figures (exact values are slightly higher than 1)

These evaluations support the notion that DNELSs are generally equal to otHaw#&DELVs.

The high level of agreement between DNELs and IOELVs may signal the use of IOELVs as
DNELSs by registrants rather than deriving DNELSs based on the REACH methodBIOEA(

2012. Such an approach is in agneent with provisions in ECHA (2012) allowing registrants

‘to use an IOEL as a DNEL for the same exposure route and duration, unless new scientific
information that he has obtained in fulfilling his obligations under REACH does not support
the use of theQEL for this purpose EGHA, 2013. In such a case, the application of
assessment factors as specifieB@HA, 2012 becomes obsolete. As noted ynkkynenet

al. (2015) redistrants have taken advantage of the opportunity to use the IOELV as a DNEL
value as such. It can be assumed that at least in some cases, the DNEL would have been
significantly lower than the IOELYV if the default assessment factdssped in the REACH
guidance (ECHA, 2012) had been applied.

The finding that most of the DNELs differing from an existing IOELV are lower than the
IOELV further supports the notion that the application of larger assessment factors will result
in DNELs that are lower than IOELVs. However, DNELs derived under REACH may also
reflect more recent data that may potentially result in a revision of DNELs (presumably towards
lower values in many cases). National OELs may also be lower than IOELVs and a differenc
between DNELSs and national OELs may therefore not be evident statistically.

Differences between DNELs and values in other requlatory areas (AELs, AOELs, ADIs/TDIs)

AOELs (Acceptable Operator Exposure Levels) and AELs (Acceptable Exposure Levels) are
derived for workers exposed fpesticides and biocides, respectively, and have similar
definitions as DNELSKC, 2006 ECHA, 2017f)). However, several important differences in
their derivation methodology are obvious. For example, no allometric scaling is recommended
in the draft guidance for setting AOELE, 2006 and is recommended only as a second tier
approach for biocides (ECHA, 2017f). In addition, a higher assessment factor for intraspecies
variability (10) is used in these frameworks compared to REACH (5 for workers in ECHA R.8
Guidance, lower values in mahal OEL frameworks and in the ECETQfcumentation
(ECETOC, 20032010). Finally, AOELs and AELs for workers are generally derived as a
dose (in mg/kg bw/d; exceptions apply e.gr focal effects), while workers DNELs for
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inhalation exposure are typically given as a concentration in fn@ohneider and Dilger,
2019. For a detailed assessment of differences, we refer to the results from theds&arch
project F2437%

Similarly, also ADI or TDI values derived for substances in food are derived using a 10 times
10 assessment factor for intand intraspecies variability (100 in total), which is numerically

in accordance with the factarscommended by ECHA in the R.8 Guidance for DNELSs, oral,
long-term for the general population, if the POD comes from a chronic rat study. However, for
smaller (e.g. mice) or larger species (e.g. rabbit) different factors would result. Nickel salts are
an xample for substances, for which values are derived both under REACH and by EFSA
regarding their role as food contaminants. Recently, EFSA proposed-eefan@DI value of

13 pg Ni/kg bw/day®’ A similar longterm oral DNEL for the general population of fid

Ni/kg bw/day was derived in the registration dossier for nickel dichloride.

To obtained more insight into different reference values in different regulatory areas, worker
DNELs derived under REACH were compared with A(O)ELs derived under the BPR for a
larger number of substances. Only ldegn inhalation reference values were evaluated for

this purpose. In addition, the corresponding reference values for the general population were
also evaluated as were PNECs for the freshwater (RNEGmMpartmentThe following table

shows the results of these evaluations. Cells are empty, when no numerical value has been
derived. In many cases, a reason is provided in the corresponding documentation.

19 BAUA, Derivation of occupational exposure limits for airborne chemiea®mparison of methods and
protection levels, available dtttps://www.baua.de/ENAsks/Research/Reseamiojects/f2437.html

W7EFSA, Scientific Opinion, Update of the risk assessment of nickel in food and drinking water, 2020, available
at https://efsi.onlinelibrary.wiley.com/doi/pdf/10.2903/|.efsa.2020.6268
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Table76: Comparison of reference values for substanced aséndustrial chemicals (REACH) and biocides (BPR)

Substance name CAS no. Workers (mg/m3) General population (mg/kg x d) | PNECw (mg/L)
DNEL A(O)EL DNEL ADI/AEL REACH BPR
Acrylaldehyde 107-02-8 0.2 0.019 7 x 10° 1.02 x 16
(acrolein)
Piperonyl butoxide 51-03-6 1.6 1.4 0.221 0.2 0.001 0.00148
3-iodo-2- 5540653-6 | 0.023 14 0.2 0.001 0.0005
propynylbutylcarbamat
e (IPBC)
Benzoic acid 65-85-0 0.1 (LOC), 3| 358 16.6 5 0.34 2.5
(SYS)
Biphenyt2-ol 90-43-7 19.25 2.8 0.4 0.001 0.0006
Boric acid (as mg B) | 10043353 | 1.45 0.7 0.17 29 0.18
Bromoacetic acid 79-08-3 2.8 0.054 0.05 0.026 0.01 0.010
Calcium dihydroxide | 130562-0 |1 (LOC) 0.49 0.491
Calcium  magnesiun 3724791-9 | 1 (LOC) 0.32 0.491
oxide
Chlorocresol 59-50-7 6.289 2.18 0.892 0.3 0.015 0.015
Coco 61789182 | 1 (LOC) 0.00068
alkyltrimethylammoniu
m chloride
(ATMAC/TMAC)
Formaldehyde 50-00-0 0.375 (LOC);| 0.12 (AEC,| 4.1 No ADI (AEL: | 0.44 0.0104
9 (SYS) LOC) 0.15)**
Hydrogen cyanide 74-90-8 0.78 0.7 0.018 No ADI (AEL: | 0.005 4x10°
0.1)
Hydrogen peroxide 7722841 | 1.4 (LOC) 1.25 (LOC) 0.013 0.0126
Mixture of 5chloro-2- | 5596584-9 | 0.02(LOC) | 0.02 (AEC) | 0.09 0.004 3.39x 1¢° 49 x10°
methyt2H- isothiazol
3-one and Znethyt
2H-isothiazot3-one
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Peracetic acid 79-21-0 0.56 0.5 (AEC) 1.25 0.002 6.9 x 10°
(intermittent
release)
Potassiunsorbate 24634615 | 17.63 93.88 2 13.4 1
Propanl-ol 71-23-8 268 64.4 61 9.2 6.83 2.3
Propanr2-ol 67-63-0 500 125 26 10.7 140.9 2.82

Notes: AEC: Acceptable exposure concentration,
* AEL in mg/kg x d multiplied by 70 kg and divided by 10 m3/d; rate and extent of absorption via relevant pathways cassidl@edrassessment report (100% for both pathways assu
if no specific data given). ** Noprofessional primary use excluded. § ADI derivedhifan-professional user. No AEL derived for workers.

LOC: local effects,

SYS: systemic effects

251




These cmparisons of substances assessed both under the BPR and under REACH and
biocides can be summarised as follows:

Reference values derived under REACH (DNELs/PNECS) exist for more substances
than reference values under the BPR. This finding is likely due to the fact that such
values are derived under the BPR only if they are needed. For example, an ADI is
generally deved under the BPR only, if exposure via food or feed is likely.
While some identical (or very similar) values are derived under the two regulatory
frameworks, DNELs and PNECs are generally higher than the corresponding
reference values derived under tBER. This applies to 75% (workers), 80%
(general population) and 56% (PNECSs) of the cases.
Larger differences with the reference value derived under REACH being more than
10-times higher than the one derived under the BPR occur in 13% (workers), 20%
(geneal population) and 31% (PNECS) of the cases.
For each substance, a substaspecific assessment would be needed to gain further insight
into the reasons for the differences.

It must be noted that A(O)ELs are derived as body doses in most cases ardionsvo
inhalation exposure concentrations were necessary for this comparison with tespect
workers. This conversion was done in a generic way based on the summary absorption rates
given in the BPR assessment reports. A substapeeific assessmentay have resulted in
different outcomes. Interestingly, for the two substances, for which an AEC was reported in
the BPR assessment report, these values are practically identical to the DNELs derived
under REA®.

Consequences

Companies may use various taggcvalues or develop their own where E&viewed
reference values may already be available. Moreover, withisahe reference or limit
values there are often various limit values differentiated by factors such as workers and
general populations, adulésd children, shortand longterm effects, local and systemic
effect and different routes of exposure.

Risk assessment conclusions for the same substance may hence differ depending on the
input reference value used and may be perceived as incongstmtwhen they are
justified. In addition, reference values may be derived using different methodologies, which
may lead to incoherent outcomes.

Diverging DNELs or PNECs in different REACH registration dossiers for a substance have
been identified. Thougthe evaluations for worker DNELs do not suggest that the problem

is widespread, such divergence seems to come from deviations from the relevant ECHA
guidance (Schenk et al., 2015; Schenk et al., 2014). This coultblgabherent outcomes

as these engoints are passed on throughout the supply chain and downstream users may
be prevented to place their products on the market as wrongly assumed as not safe or place
them on the market, where the use of them is eventually not safe.
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Drivers

Different toxicity reference values for the same substances may lead to inconsistencies in
the outcomes of risk assessments and to the inefficient use of limited resources. The
existence of different values depends on a range of justified and less justfens:

differentiation by workers and general populations, adults and children; ahdrt
long-term effects, local and systemic effect and different routes of exposure;
use of different methodologies;
availability, access and use of different studies;
visibility of EU-reviewed reference values, which may be ignored by companies and/or
authorities deriving their own values.

How likely is the problem to persist?

The CSS highlights the “one substance, one
way to poduce more coherent results. The Commission committed to create a repository of
toxicity reference values to promote their reuse and harmonisation among EU risk assessors
and managers. However, a repository can only be the first step, as the variouslogid®d

for deriving reference values in different regulatory areas have been developed historically
and may not be easily harmonised. For example, methodologies for deriving OEL values at

the EU and Member State levels differ as do DNELs derived undelCRE#d OELs.
Furthermore, even DNELs or PNECs derived by registrants under REACH may differ,
because of different assessment factors or points of departure.

EFSA, the Commission and ECHA have already made some efforts to compile and make
toxicity referencevalues available. ECHA has developed and operates the EU Chemicals
Legislation Finder (EUCLEEY® an online service offering the possibility to navigate
through the EU chemicals legislative framework, providing substhased information

from 56 pieces oEU chemicals legislation. EUCLEF lists some hedltised limit values
derived and applicable under these legislative pieces. EFSA maintains the OpenFoodTox
databas¥®, which summarises the outcomes of all hazard identification and
characterisation performdeby EFSA on plant protection products and contaminants, food
improvement agents and feed additives for human health, animal health and the
environment. The Commission (DG SANTE) maintains the EU pesticides d&f@pase
which is the official source for pesiile MRLs in food products. The database also lists
AOELs, ARfDs and ADIs.

POTENTIAL POLICY MEASURES
Baseline

Already some initiatives or measures may be envisaged as developing harmonised toxicity
reference values and more may be expected in the f&mrexample, the restriction under
REACH of the aprotic solvent N;Nimethylformamidé®!t o fi x a “har moni s e c

198 https://echa.europa.eu/information-chemicals/euclef

19 EFSA, Chemical Hazards Database, available https://www.efsa.europa.eu/en/dagmort/chemical
hazardsdatabas@penfoodtox

200 pesticides Data base, availabléntps://ec.europa.eu/food/plants/pesticideglesticidesdatabase_en
201 See REACH restrictiorundefined (europa.eu)
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workers (inhalation and dermal) that shall be used by registrants of this substance in their
chemical safety report in order to determthe relevant risk management measures for
worker protection.

The differences between legislations are also evident in other examples. In the case of nonyl
and octylphenols, EQS were derived under the Water Framework Directive. These may be
consi derrmeodni‘shed reference values’ However,
the corresponding nonylphenol and octylphenol ethoxylaE€sHA, 2017, it appears
guestionable that these EQS may be accepted as a threshold in applications for authorisation.
The same is truis even true within a single regulatory area. For example, the DNEL derived

by RAC for dibutyl phthalate in 2013 may be
addition of this substance to REACH Annex XIV for endocrine disrupting properties
(human heah), the validity of this reference value is unclear and RAC was not in a position

to derive a DNEL for these effect CHA, 202). Again, diverging OELs are legally in

place in several EU MS.

The reference values established by regulatory agencies are not necesgaritljan those

derived e.g. by registrants under REACH. For example, different studies were often
available to REACH registrants for deriving PNECs compared to the ones available to the
competent authority for the same substance under the BPR. In soe® B&ACH

registrants have derived lower PNECs than authorities under the BPR and it may not be the
most meaningful approach to establish the 1

It is assumed that the Commission would establish the repository of toxicity cefeadnes

as for its commitment as part of the OSOA approach in the CSS, with the aim of promoting
the reuse of the values among EU risk assessors and managers. It is also assumed that EU
agencies would establish a central coordination mechanism, whicll wosure better
distribution and coordination of tasks and access to all data by all agencies, as advocated by
ECHA and EFSA in their joint position pap&

Policy options

The purpose of harmonising reference limit values is to support EU risk assagbais i
specific regulatory framework. They are based on findings that different reference values
may exist for a given substance under different regulatory frameworks (or even within the
same as for example of different DNELSs in registration dossiersy.sHuation not only

lacks transparency for interested stakeholders but may also indicate inefficiency since
reference values for the same purpose (e.g. workers protection) may have been derived by
different bodies in parallel. Ultimately, different reface values for the same substance
may result in different risk assessment conclusions that may be perceived as inconsistent
and are difficult to communicate even if they are justified.

Against this background, the OSOA approach has been highlighted Eltchemicals
strategy for sustainability as a possible way to produce more coherent results. In this wider
context, harmonised reference values may be an element to support an OSOA approach for
use by different bodies in different regulatory areas. $acmonised reference values may
reduce inconsistencies and result in more efficient and effective use of resources.

202 hitps://www.efsa.europa.eu/en/corporate/pub/osoa
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https://www.efsa.europa.eu/en/corporate/pub/osoa

A detailed discussion of the differences in methodologies for deriving DNELs and PNECs
(as well as related reference values) is providedahncluding evaluations of substance
specific reference values under different regulatory frameworks and statistical evaluations.
For example, methodologies for deriving OEL values in the EU and in Member States differ.
In addition, the methodologiesifderiving DNELs under REACH are different from the
ones applied in OEL derivation in Member States. Furthermore, even DNELs or PNECs
derived by registrants under REACH may differ, e.g. by using different assessment factors
or points of departure. It islso noted that it may not be meaningful to harmonise all
approaches and the CSS specificall yamsotes t ]
to ensure that methodologies are made more coherenttanthe extent possible
harmonised .

Since the Commission proposal considers harmonised DNELs and PNECs particularly
valuable for substances with widespread uses in different regulatory areas, the
considerations above may serve as a critical appraisal of the proposal. It is also noted that
the EFSA/ECHA joint position paper on OSOA does not propose any form of harmonised
reference values, but rather three organisational pillars for the OSOA approach by EU
agencies (central coordination mechanism, better distribution/coordination of tasks and
access to all data by all agencies).

Some CARACAL members suggested to include harmonised NOAELs for toxicological
effects and NOECs for ecotoxicological effects in the CLP Regulation rather than DNELs
and PNECs. This suggestion is based on the consmietaat different assessment factors
are used in different regulatory frameworks.

In most regulatory frameworks, reference values are calculated considering results from
different key studies by (a) adjusting the experimental POD (point of departure; e.g.
NOAEL, NOEC) to human/environmental exposure and (b) applying assessment factors.
The study resulting in the lowest reference value will ultimately be used for deriving the
reference value. This maydepending on the substance and the available-diameolve

many studies for different endpoints, in some cases also a differentiation of local and
systemic toxicological effects. Since the approach involves several steps, the study resulting
in the lowest reference value may not have the lowest NOAEL/NOEC.

If a harmonised NOAEL is included in the CLP Regulation, different reference values may

still be derived under different regulatory frameworks because ofhaononised
methodologies (e.g. different adjustments for human exposure and/or assessment factors
being applied). In fact, RAC and SCOEL recognised in their joint report on OEL derivation

t hat in addition to diverging assessment f a
POD for exposure was carried out could be more critical to the final tbsuitpreviously

t hought > (SEQHLAR01R.AC

The most suitable key study and POD may will also depend on the specific reference value
it will be used for. If an inhalation reference value is to be derived for a given substance,
preference will generlyl be given to a key study involving inhalation exposure due to the
limitations of routeto-route extrapolation (Schneider and Dilger, 2019). If the same
substance is used e.g. in food contact materials and a reference value needs to be derived,
preferencevill generally be given to a key study involving oral exposure.
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Provision of NOAELs or NOECs in some sense make matters more complicated than
inclusion of reference values. For example, benchmark doses (rather than NOAELS) are
increasingly used fdoxicological endpoints. Benchmark doses may be derived as a central
estimate (BMD) or the lower bound of the confidence interval (BMDL). The extent of using
benchmark doses and the specific POD used (BMD, BN¥BUjffer between different
regulatory framewiks (Schneider and Dilger, 2019).

These considerations demonstrate that a POD (e.g. a NOAEL) does not exist in a vacuum
but must always be seen in the context of its intended application. In some cases, both an
inhalation and an oral POD would be needmdj the underlying key studies may differ
substantially (e.g. an epidemiological study for the inhalation POD and a study in
experimental animals for an oral OEL). The POD may be given as a NOAEL for some
substances and as a benchmark dose for otherasubst Consequently, substantial
contextual information would need to be provided in addition to the value as such.

Even if a single NOAEL could be provided for a given substance, different reference values
(e.g. a DNEL under REACH and an A(OEL) undee tBPR) may still result due to
differences in methodology and/or scientific assessment. Therefore, the OSOA principle
appears as not being fulfilled. Ultimately, these considerations suggest that the OSOA
principle cannot be simply implemented by providisghgle values (as long as
methodologies are not harmonised), which is also suggested by the proposals of the
EFSA/ECHA joint position paper on OSOA.

On the basis of the problem described above as different agencies and expert committees
derive toxicity réerence values with different methodologies and using different studies:
the following policymeasurefiave been identified:

1 Provide harmonised toxicity reference values (DNELs/PNECs or N/LOAEC and/or
N/LOAEL) in CLP Annex VI (CLH) or new annex;

1 RAC opinons include the derivation of point of departures (NOAEL/NOAEC)

when performing the review of CLH dossiers for the hazard classes under the scope

of the CLH dossier.

Create a repository of toxicity reference values;

Create a central coordination mechamig harmonise toxicity reference values

across different chemical regulatory frameworks.

= =4

Stakehol der s’ Views

With regard to toxicity reference values, the analysis of tpen®ublic Consultation

position papers has shown a very high variation in opinions with some of them clearly out

of the scope this issue. For instance, some respondents discussed the issues of hazard
identification or animal testing. Such variance demonstrates that the prablewt
sufficiently visible, discussed or understood by the stakeholders. In open questions of the
TSS, the respondents were focused on toxicity reference values; however, many of them
pointed out that the issue of hazard quantification is out of the s€tipe CLP Regulation.

It should be noted, however, that the views of business entities were mostly represented in
the TSS due to a very low participation rates of public authorities angaaernmental

203 As an additional element, the benchmark response (also called critical effect size) assattiatdzMD
or BMDL must be provided, but this issue is not discussed here further.
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organisations. In the interviews, the respondelsts iadicated that the issue is out of CLP
scope. However, the interviewees commented that different toxicity reference values
emerge due to various reasons (e.g., data or knowledge available as well as different
methodology, different levels of scientifipality, etc.).

Similarly, although in general, CARACAL members were supportive to harmonisation of
toxicity reference values, they did not see how the issue of diverging toxicity reference
values fit the CLP Regulation.

SCREENING AND ASSESSMENT OF THE POTENTIAL MEASURES
Discarded policy options

Include inRAC opinions the derivation of point of departures (NOAEL/NOAEC) when
performing the review of CLH dossiers for the hazard classes under the scope of the CLH
dossier. While this may entail a lower waykt due to the limitation to selected endpoints

— although falling on RAC rather than dossier submittersuch an approach has several
limitations:

CLH dossiers are usually limited to a consideration of specific endpoints/hazard classes
(e.g. CMR propeits, respiratory sensitisation and ED properties in the future). The point
of departure will only relate to these endpoints. The NOAEL/NOAEC values for other
endpoints (i.e. the ones not subject to the CLH dossier) may differ from (and in some cases
may belower than) the one derived under this option. Consequently, the point of departure
derived under this option may not be used in the derivation of reference values, which
requires a consideration of all endpoints. In essence, providing a point of depaa@LH

dossier will always involve the uncertainty of whether consideration of other endpoints
would result in lower points of departure or reference values).

Since CLH dossiers focus on endpoints that are considered (by RAC and other EU
institutions) to reflect northreshold effects in many/most cases (e.g. carcinogenicity,
endocrine disruption), deriving a simple point of departure may not be feasible. In such
cases, exposuesk (or doseresponse) relationships will need to be established and it w
remain unclear how these relate to points of departures for other endpoints.

There may be a complex relationship between pathways of exposure, mechanisms of action
and the endpoints considered (e.g.-ttaeshold carcinogenicity following inhalatiolt

not dermal, exposure and threshblsed reproductive toxicity involving all pathways of
exposure in the case of hexavalent chromium).

Overall, it does not appear meaningful to derive a point of departure without a consideration
of the complete toxidogical profile of a substance.

Create a repository of toxicity reference values: Assumed to be part of the baseline. The
Commission has launched a call for tenders for designing the repository and collating
information. This belongs to the baseline.

Create a central coordination mechanism to harmonise toxicity reference values across
different chemical regulatory frameworkshi$ is b be assessed by a study focusing on the
one substance, one assessment approach. Such a central coordination meutogaised
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in the ECHA and EFSA Joint position paper on one substaoce assessment would

include a coordinated problem formulation phase (i.e. identifying the correct scientific
guestion that needs to be answered) which would enhance predictabiiitgidstry. This

may include a public EU coordination regist
(Public Activities Coordination Tool), to increase transparency and predictability on
substancespecific activities by authorities across different chetmegulatory frameworks.

Retained policy options

The harmonisation of methodologies is a difficult endeavour and is outside the scope of the
CLP Regulation. However, the measures under consideration propose to add a procedure to
the CLP Regulation to derive and publish harmonised human and environmental
toxicological reference values along the following lines:

‘Introduction of the possibilitanetdassieirans er t
proposal for a harmonised value of human and environmental toxicological reference values
when considexd appropriate by the dossier submitter (e.g. REACH data are available etc.).

The dossier will be assessed by the Agency in the usual way. Once an opinion is provided
including a proposal for a harmonised human and environmental toxicological reference
values, the Commission will consider its insertion in Annex VI or in a new Annex.

Downstream regulation might want to refer to the harmonised CLP human and
environmental toxicological reference values in their specific framework. However, it will
be left b these legislations to assess any direct link or specific requirement to follow CLP
harmonised values’

Description of Impacts- Administrative burden on businesses and public authorities

The harmonisation of reference values would lead to increasenhistlative costs on
dossier submitters, and therefore in particular on public authoBtsgd on the experience

with CLH, it can be assumed that economic operators would only rarely submit dossiers for
harmonised DNELS/PNECs or N/LOAECs and/or N/LOAElWMdoreover, businesses
wishing to submit proposals may not have access to the same level of data accessible by
public authorities.

The following table summarise workload estimates for the dossier submitter under the
assumption that a staradone dossiersi submitted. The workload may be lower if a
combined CLH/harmonised DNEL/PNEC dossier is submitted, but this can only be judged
on a cas#y-case basis and most likely only affects human health. The workload estimates
do not change if NOAELs and NOECs aferived instead of DNELs and PNEQhe
guestion whether harmonised DNELs are derived in a stkomee dossier or together with

a CLH dossier. In the latter case, the workload for harmonised DNELs (but not PNECS)
may be lower depending on the extent tochihthe relevant studies for classification and
DNEL derivation overlap. However, it is estimated that the additional workload for RAC
to derive NOAELs and NOECs for the hazard classes under the scope of the CLH dossier
under AARAC assessment is low.

258



The mpact of the factors mentioned above is far higher than the workload associated with
the actual derivation of DNELs and PNECs. Furthermore, resulting reference values need
to be calculated anyway for selection of the most adequate NOAEL/NOEC.

Table 77: Workload estimates (in persatays) to derive harmonised DNELs and PNECs or NOAELs

NOECs (derivation only)

Available Harmonised Harmonised Total person-days (FTES)
dataset DNELs* PNECs**

Low 5 5 10 (0.045 FTE)

Medium 15 12 27(0.123 FTE)

High 25 20 45 (0.205 FTE)

Notes: * Workers (inhalation and dermal, lotgym, systemic effects) and general population (inhalation, dermal
oral, longterm, systemieffects). ** All compartments envisaged in ECHA (2008).

Due to thevarious factors affecting the workload, these figures have a high degree of
uncertainty, and the “high’” valwues should
presented in the table above are the estimated additional resources required to derive these
reference values by the dossier submitters. Through the analysis of the database of CLHs
maintained by ECHA, it is not possible to identify how many CLHs have been submitted

by industry and how many by MSCAs. However, a close proxy can be derived thiheugh t
analysis of the registry of intention for CLHghich reveals that industry actors submit 2%

of CLH dossiers. By considering an average of 55 CLH dossiers being submitted per year,
the administrativéourdenfor MSCAsis estimatedt 6.8 FTEs per yeari(present value of

€ 0 midlion; discount rate: 3%; period: 202843).As noted above, the support services

by ECHA and the development of the RAC opinion need to be accounted for. The necessary
resources are considered proportional to the time requiréeriveDNELs and PNECs or
NOAELs and NOECs, and are therefore extrapolated from the estimates provided by ECHA
on the support and RAC opinion development on CLH dossier.

Table78: Workload estimates including ECHA support sersiaed RAC opinion development

DNELsS/PNECs or| FTEs | % of required resources| RAC opinion | ECHA
NOALES/NOECs to develop a CLH| development | support
derivation dossier (0.35 FTE) services
Low 0.045 | 13% 0.013 FTE |0.007 FTE
Medium 0.123 | 35% 0.035 FTE | 0.018 FTE
High 0.205 | 58% 0.058 FTE | 0.029 FTE

The additional burdens of 1.9 FTE per year (Cl:-0372 FTESs) for the RAC to develop an

opinion on the derived reference values and 1 FTE per year (Cl:104FTE) for ECHA

CLP support team to support the process, although low, would impact on the already
strained capacity of the RAC and ECHA CLP suppeam. The present value (discount

rate: 3%; 2022 0 4 3 ) of t he costs for RAC opinion C
million and for ECHA support services at €0

Harmonised DNELs have the potential efsuring a more consistent applicationtlod
methodology established under REACH. While the derivation of harmonised
DNELs/PNECs may reduce the issue of diverging values observed in REACH registration
dossiers (Schenk et al., 2015; Schenk et al., 2014), they would need to be accompanied by
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addiional (regulatory and neregulatory) clarifications to tackle inconsistencies across
different legislative frameworks. In particular, there is the risk that legally binding reference
values may contradict legally binding national values under otherdégrsi(e.g. DNELs

vs. national OELs based on EU IOELVs), and Hegelly binding values may cause
confusion, as there may be already legally binding values under different legislation.
However, it should be noted that having derived POD (NOAEL, PNEC) b§ Raduld
represent a good starting point for both economic operator or competent authorities to derive
their reference values.

If harmonised DNELs or PNECs are derived for substances relevant under REACH and
other several regulatory areas (workplace, besjidplant protection products, food
contaminants etc.), for which legislations and guidelines for assessment are in place, the
following relevant issues are identified:

Regulatory clarification would be required regarding the status and relevance ohisaun

DNELs and PNECs for these regulatory areas. Already under the existing legal framework

the obligation to derive DNELs when an OEL is established was identified as a problem for
companies (RPA et al., 2017). While the Commission proposal suggaststhad o wn s t r e a
regulation might want to refer* to such ha
would need to be clearly defined:

If e.g. harmonised DNELs are legally binding, it may contradict legally
binding national OELs (based e.g. on an EU IOELV);
If harmonised DNELS/PNECs are not legally binding, it may cause confusion since the
classification for the same substance is legally binding.

Harmonised DNELs and PNECs would automatically gain special importance and attention.
Therefore, harmonisation tife methods to derive similar healthsed values in the various
regulatory areas would become necessary to avoid inconsistencies. Setting harmonised
DNELs/PNECs or NOAELS/NOECs may then be seen as an incentive to harmonise
methodologies across regulatofyameworks. However, if such a methodological
harmonisation is not taking place, different values will continue to exist. It may therefore
be argued that harmonisation of methodologieghere meaningful- is a prerequisite to

obtain more coherent refemn values rather than a consequence of harmonised
DNELs/PNECs/ NOAELs/NOEC:s.

The evaluations show that:

IOELVs cannot be taken directly as a basis for harmonised DNELSs, since the methodology
for their derivation deviates from the DNEL methodology. Notelmwg DNELs are equal

to or lower than IOELVs in 181% of the cases based on evaluations performed in this
study and by others (Nies et al., 2013; Tynkkynen et al., 2015)

AELs and PNECs derived under the BPRhile derived using similar methods as apgl

under REACH- often differ from DNELs and PNECs derived under REACH. lllustrative
cases of PNEC derivation under both regulatory frameworks suggest that differences are
not due to differences in methodology (e.g. the application of assessment factaeher

result from the use of different studies for PNEC derivation. This observation suggests that
study/data availability is an element to consider in addition to harmonisation of
methodologies as was also noted in the EFSA/ECHA joint position pag@S0A
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Numerical values of DNELs are subject to changes when new data becomes available.
Although harmonised classifications may also require updates with new information
becoming available, numerical values are expected to be more likely subjeah¢es than

the qualitative evidence on e.g. CMR endpoints. In contrast to qualitative evidence for
classification, harmonised DNELs/PNECs would need to be checked for newly available
data and for the potential need for updates on a regular basis (eygvwevgears).

The update of reference values is expected to happen more frequently than updates to CLH
dossiers and it would therefore be more difficult. Moreover, their inclusion in Annex VI or
separate Annex would not necessarily result in one valuenie substance. While it could

be an incentive to harmonise methodologies, harmonised methodologies arequsiee

to more coherent reference values. In addition, data availability to the dossier submitter
needs to be considered.

In summary, it is oncluded that the inclusion of reference values in CLP would not add

sufficient benefits, if considered against the increased effort required by dossier submitters,
ECHA and RAC.
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Annex 10— Allowing COM to initiate CLH &
Improving prioritisation of CLH

CONTEXT

CLP is the primary basis for most chemical hazard assessment and classification in the EU.
According to the Chemical Fitness Check, the CLP Regulation is effective and is considered
by the majority of stakeholders as an improvement over therdanlectives that it replaced

in 2008. Some issues, however, were identified with respect to the pace and focus of
harmonised classifications.

The harmonised classification is an important instrument for achieving the safe use and
enhancing the substituticof hazardous chemicdt Such classifications are compulsory
throughout the EU to ensure adequate information and risk management. It is also linked
with various processes laid down in other sectorial regulations, which need a certain and
EU-wide harmorsed classification as a basis. As an example, the approval processes for
plant protection product (PPP) and biocidal product (BP) active substances require a
harmonised classification for all hazard classes under the CLP Regulation.

Article 36 of the CLP Rgulation requests that substances that fulfil the identification
criteria for carcinogenicity, mutagenicity, reproductive toxicity category 1A, 1B or 2 and
respiratory sensitisation category 1, substances that are biocidal or plant protection product
active substances should be classified and labelled in a harmonised way in the EU. Other
substances may also bear a harmonised classification on-byeease basis for justified
reasons. A harmonised classification (i.e., CLH) dossier may be submitteceinsoide
diverging selfclassifications identified in the Classification and Lalpgllinventory (CLI)

(see Annex CLI). The procedure for the preparation and submission of CLH proposals is
laid out in Article 37 and described below.

The CLH process is uslipinitiated by an MSCA or manufacturer, importer or downstream
user, by submitting a CLH intention, although the latter is not a formal requirement. This is
followed by the submission of the CLH dossiera document that contains sufficient
information b allow an independent assessment of physical, health and environmental
hazards of a substance. The CLH procedure consists of four main steps:

initiation of the CLH process;
preparation of a CLH dossier for the RAC,;
development of RAC opinion; and

Commi ssion’s decision concerning the 1nc
Part 3 of Annex VI to the CLP Regulation.

These are preceded by preparatory work (screening/grouping, regulatory risk assessment
and generation of further information and assent) to make the CLH process more
targeted and to identify relevant substances for Gligufe 68. A more detailed overview

of the steps and theafficiency is provided in Annex V.

204See chemical Fitness Che&WD(2019) 199
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Figure 68: CLH procedure- Adapted fronECHA

DESCRIPTION OF THE PROBLEM

According to thechemicas Fitness ChecR’, the number of assessments for harmonised
classifications under the CLP Regulation is relatively low compared to the likely number of
chemicals which merit a harmonised classific#fiorThe sged of the procedures for CLH

was assessed as slightly to mostly satisfactory. All categories of stakeholders agreed that
there is still rooms for improvement.

Considering harmonised classification and labelling, the feedback to the open questions as
well as position papers in the OPC have shown that the respofifidittsiot have a clear
understanding about the nature of problems in this area. Such outcome is due to CLH being
a specific process that requires certain knowledge to make judgements dmeifT 8& that

mostly represented the views of businesses, the latter disagreed in their conclusions about
CLH. Two opposite opinions dominated in open comments to the TSS with some
respondents considering CLH an inefficient process (e.g., in terms of tigagjgation of
procedures, etc.), while others believed that CLH is properly organised and shows a good
performance. In interviews, some respondents noted the lack of scientific quality and fair
prioritisation of substances for CLH, while others were cetefy satisfied with the CLH
procedure. In their written feedback about CLH, some CARACAL members highlighted
that ECHA and RAC work to maximum capacity that may indicate the lack of additional
resources for CLH.

Limited capacity working at full speed

205 ECHA "Authorities to focus on substances of potential coneeRoadmap for SVHC identification and
implementation of REACH management measurdsnual report' (2018) p. 13

206 1t was noted that many Member State Competent Authorities favoured providing infhet émhoc
CARACAL consultation rather than replying the Open Public Consultation.
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Firstly, RAC has been processing around 50 to 60 dossiers every year since 2017, close to
full capacity. ECHA estimates that 60 dossiers are the maximum the ECHA CLH team and
RAC can process with the current capaoit$y0 members and 5 aupted memberfs’. The

timeline and regulatory deadlines for the CLH procetffiege always met by RAC, except

for 10 opinions in 2020 which were delayed because of the C&¥lPpandemic. The
current speed also reflects the need to ensure that all the relevant opinions, gncludin
stakeholder views, are taken into account. The transparency with which RAC opinions are
developed wahighlightedin the Chemical Fithess Check.

The availability of limited resources working at full capacigults in a slow increase of

the number of &rmonised classifications in Annex VI of the CLP Regulatibab(e 7§.

As of 2022, 4,335 entrié®¥ have harmonised classificatioridarmonised classifications

and labelling of hazardous substances are introduced and updated through the Adaptations
to Technical Progress (ATPS), isdugearly by the European Commissidihe adoption of

the RAC opinions and the inclusion of CLH in Annex VI by the Commission also requires
resources and an increase in CLH may result in bottlenecks also at this final step.

Table79: Number ohewsubstances with CLH (20e822)

ATP Application date No. of substances
CLPOO 2008 3,368*
ATPO1 2010 758**
ATPO3 2012 11
ATPO5 2012 22
ATPO6 2014 14
ATPO7 2016 19
ATP0O9 2018 26
ATP10 2018 24
ATP13 2020 16
ATP14 2021 17
ATP15 2022 37
Source: Analysis of all CLH frontttps://echa.europa.eu/informatiam-chemicals/annexi-to-clp
Notes: *Harmonised classifications implemented under Directive 67/548/BELTPO01 brought the entries from
the 30th ATP & 31st ATP of Directive 67/548/EEC into Annex VI of CLP

It should be noted that ECHA and RAC have identified the limited resources of RAC as a
bottle neck for CLH outpd?®. They have come up with the following improvements that
are already in placén 2018 a fast track procedure was introducedR#C for identifying
non-contr ov cahead of the ghary] gaving timé the plenaryto focus on
points that aremore difficult ECHA indicated that since this was introduced, 65% of
classification proposals for such endpoints went through withquinarydiscussion. In
2021, ECHA set up a working group to RAC for the assessment of CLH doskieigives

more room for detailed discussion. The plenargetingwould then decide on a more
mature draft opinion; again saving time.

207 Seepresentation by RAC atARACAL 43. It should be noted that currently RAC operates with ony 44

members in total.

2Article 37(4) of the CLP Regulation states that RAC
pursuant to paragraphs 1 or 2 within 18 months of receipt of the proposal, giving the parties concerned the
opportunity to comment .’

209 Some of the enteis of Annex VI are group of substances (e.g. the metal compounds), so the number of
substances is higher.
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Secondly, most of thel® dossiers submitted are developed by Member State Competent
Authorities. When covering plant protection product or biocide active substances, only
MSCAs can submit CLH dossiers. There are limited resources of Member States resulting
also an uneven andmited contribution to CLH proposal submission ($égure 69).

(Milieu Consulting, 2020; ECHA, 2021b). The situation reported in 2019 (fictesmsk) is

a reflection of the high resource needs (staff/expert capacity) at Member State level for
preparing a CLH dossier, combined with reductions in resources and budgets allocated for
this work in many Member States, in particular following the 2@@&cial crisis. There is

also considerable variation between Member States in their capacity and willingness to
initiate CLH dossiers with just a few Member States carrying the majority of the burden
(seeFigure 69). It is understood that the situation has not improved during the COVID
pandemic.

DE I
AT 1

FR I

NL I
UK* 1

SE L

NO -

DK ]

IND

Number of
dossiers

REACH (industrial substances)
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Figure 69: Number of dossiers submitted per Member State in-20@8. Source: reproduced from ECH,

(2021b). Notes: *Member State until 31 January 2020

Out of 27 Member States, only 22 submitted a CLH since the CLP Regulation was adopted.
A smaller subset of 13 bmitted CLH dossiers for industrial chemicals indicating that out

of 27 Member State®nly some have resources to perform this task. Only 11 out of the
current 27 Member States submitted more than 1 CLH dossier on average per year and 6 of
them managed teubmit more than 2 per year.

On a more positive note, in 2020, CLH procedures were initiated for a substantial number
of substances (100), but even a higher number (125) was pending the initiation of CLH
process, which is far more than what RAC can haif@lié intentions are transformed into
submitted dossiers.

A high number of substances which deserve a harmonised classification
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First, the number of industrial chemicals, which are identified as deserving a harmonised
classification according to the cant hazard classes in the CLP Regulation, increased every

year (sed-igure 7Q. From the figures reported, this development is quicker than what the
CLHprocess can deliver. ECHA’ s®gcreeniaggancht e d r
grouping system has resulted in the identification of a long list of substances proposed for
regulatory risk management action, including CLH. Significant progress tenfold

increase in the number of screened substances per year compared-g)D®14vas

achieved in 2020 due to the introduction of the grouping approach (ECHA, 2020; ECHA,
2021b).
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Figure 70: Number of industrial substances redong CLH identified through the IRS Source: date
provided by ECHA

Red line: 60 RAC opinions per yeaaximumgrey line: 33 RAC opinions per yeaaximunfor industrial
chemicals.

Second, the number of substances for which a CLH dossier is needéartimaryincrease,
following deeper checks of available information by ECHA. The rolling out of the following
actions from the Chemicals Strategy for SustainabifityCSS) may also increase the
number of CLH dossiers. First, more knowledge information mayrdguested and
generated for lovionnage registered substances. Furthermore, additional hazard classes are
proposed to be included in the CLP Regulation. In addition, there is the need of harmonised
classifications to apply generic risk management appraawer REACH and other
sectorial legislation. The consequence is that more suspected substances of concern may
receive harmonised classifications with additional delay in the future, resulting in
inconsistencies in risk management measures adopted &gttiie along the supply chains

but also in a further delayed application of the regulatory Risk Management Measures

210 |ntegrated Regulatory Strategy (IRS), which ECHA has been implementing since 2016 as -afaitow

the SVHC Roadmap. T h e td gRrieration, igentificatiorn of graups oflsebstances of d a
concern, and regulatory action”. The goal 1is “to cla
for regulatory risk management or data generation, and which are currently a loty fmidurther regulatory

action” (ECHA, 2021b).

211 COM/2020/667 final
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(RMMs), because of the failure in triggering RMMs in vertical legislation referring to CLP
hazard classification.

Second, a large part di¢ CLH dossiers cover active substances used in plant protection

and biocidal products (s&&gure 7). This explains the fact that relatively few hamsed
classifications have been developed for REA@Histered industrial chemicals and almost

none for chemicals not registered under REACH. As shmiow, CLH dossiers for active

substances represent 45 % of the submitted dossiers. Interestingly, the share of submitted
dossiers which don’t meet provisions of eittl
substances) or Art 36 (2) (PPP or Bé&tive substances) increased steadily to 16.5 % in

2021. So far, no submitted CLH dossier has been rebutted for not meeting the criterion in
Article 36 (3), as justification was always assessed as sufficiently relevant by ECHA and

RAC.
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Figure 71: Number of CLH intentions according to the justification according to Art. 36 for CLH
(Note:withdrawn intentions outr CLH dossiers submitted without primtentionn E CHA * s C

of Intention, consulted o24/2/2021)

3

The main consequence of this sl ow’” pace 1s
identified and/or identified in an unambiguous way (see section CLI). This hence may
prolong exposure of EU citizens and environment to such hazardous chemicals.

In the period 2012020, there has been a steady increase of CLH dossiers for CMR
substances (71 in total) (ECHA, 2021c). The IRS has accelerated the screening of registered
substances and the identificatiohthose requiring the generation of furthetadar risk
management. Without intervention in the coming years, the rhythm of CLH adoption is
assumed to stay constant, as ECHA and RAC w
remain limited. Also, the workload is assumed to remain uneven, with fast ISCAs

carrying most of the burden.

Beyond the question on the too small annual volume of opinions, there is a question whether
there are synergies to be identified in the current and/or future CLH process. Recently
ECHA has improved their screeningpess by grouping related substances. Such grouping
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is based on readcross and chemical similarity. The same reasoning could also be applied
to CLH dossiers, which could be developed for a group of substances. CLH dossiers take
advantage on the approactmesntioned above by using imfoation on similar substances

but so far a very limited number of dossiers for grouped substances has been submitted. In
2020 and 2021 RAC issued two opinions on small groups of substances, one-for 2
ethylhexanoic acfd? and ts salts and one for 3 lithium s&ft$ It should be noted that so

far, grouping undeCLH process has been limited to substances sharing the same toxic
moiety. The European Commission will soon contract deeelopment of a larger CLH
dossier for 40phthalates, called for by the Roadrfidgdor restiction. If this grouping
approacttan be applied to CLH processt#® increased pace of IRS valsobe addressed

by CLH dossiers submitted for groups of substances.

RAC opinionscover both CLH for new sutences and revisions of existing CLH. In the

last 10 years (2022022), 209 new substances have received CLH (median of 20.5 per
year). Following the adoption of the opinion on the CLH of a substance by the RAC, the
European Commission takes a decision jpuolishes the updated list in an ATRable 79
presents the estimate of the number of substances with CLH that could be expected in 2030
and 2040, calculated as the linear forecast of the number of substances with CLH based on
the values from ATP03 to ATP17 (202DR22)2%°

Table80: Estimates of the number of CLH substances in 2030 and 2040
2022 2030 2040

Linear forecast 4,385 4,450* 4,600*
Notes: *rounded to the nearest 50s.

POTENTIAL PoLicY MEASURES

According to Recital 16of CLP, harmonised classification should laeailable for
substances of highest concern and for other substances ory-case basis. Harmonised
classification should applto all manufacturers, importers and downstream users. It also
initiates specific and additional risk mitigation measuredawnstream regulations, such
as additional risk assessment, ban from consumer products.

The objective is to increase the number of harmonised classification entries, not only of
substances which are supposed to meet the existing hazard criteria bat algasfances

which would meet the criteria of the possible new hazard classes over a reasonable period
of time. To also deliver increased benefits, the submitted CLH dossiers should target
identified substances where the need of a @bbsiethas been poritised.

It is important to focus the resources of the authorities and therefore prioritise the
development of CLH dossiers on 'substances of the highest concern with regard to health
and to the environment |, in 1 1Afiestlevel ofh Re c i t
prioritisationcriteriais established in Article 36 of CLP, biliis is not sufficient. Thegyeed

to be expanded, also in consideration of the hazard endpoints discus&adeix 8.

212RAC opinion on 2ZEHA metal salts

213RAC opinion on 3 lithium salts

214 Competitiveness Council on 19 February 2013 (europa.eu)

215CLPO00 and ATPOL1 introduced the CLHs that were adopteardiog to the previous legislation. Not all
ATPs introduce or revise CLHSs.
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Additional or refined criteria could also improve thecp at which hazardous substances
are identified

Two alternativeneasuresre assessed

#7 Develop the discussion on prioritisation of candidate substances for CLH dossiers
at RIME+;
#8 Prioritise intentions of CLH dossiers at CARACAL level.

Aside an impoved focus on the substances that most deserve a harmonised classification,
there may be ways to increase the number of CLH dossiers. This would require either a
diversion of resources from other processes or an increase in resources. However, due to
various factors (level of expertise and qualifications required for RAC merfiSers;
transparency and independeriteefforts to reach consensti$;need to give stakeholders

the opportunity to provide information and comments), the number of dossiers that can be
processed by RAC is inherently limited by the complexity of opinion development, and an
increase of resources may not result in a propatiorcrease of adopted opinions.

The purpose of providing the Commission with the right of initiative for the sulumis$
CLH proposals is to speed up the CLH process and overcome the limited availability of
MSCAs’ capacity to support the process.

An additionalmeasure, whicks complementarywasconsidered:

#9 Allow the Commission to initiate arfdnd more CH dossisr including via a mandate
to ECHA

Under policy measure 9% the Commission woulddentify substances or groups of
substances considered as priorities, where MSCAs have no interest. The Commission would
eithermandate ECHA to develagguchCLH dossiers fothose substances contract such

tasks to consultancyT he Commi ssion’s right of 1initiat
protection and biocidal active substances.

SCREENING AND ASSESSMENT OF THEPOTENTIAL M EASURES

Again, it is important to stress that tfeasibility of the work needs to be seen in the light
of resources that will be available to ECHA versus the total amount of activities (in
particular, under REACH and CLP) that are foreseen for ECHA to carry out. In addition,
these estimates are of lindtescalability, meaning that in case of a relatively high demand
(e.g. >10 CLH dossiers per year) additional overhead will need to be lookédeatan

26 Member States shall transmit to the Agency the na
required by Article 77, who would be available to serve on working groupe &€ommittees, together with

an indication of their qualifications and specific a
217The members of RAC should declare any conflicts of interest that affect their independence as experts (see
Articles 87(1)) and 8(3) of REACH).

28Article 85(8) of REACH emphasises that ¢when prepa:
NoA] shall use its best endeavours to reach a consensus. If such a consensus cannot be reached, the opinion

shall consist of the position dfie majority of members, including their grounds. The minority position(s),
including their grounds, s hall also be published’.
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alsonote thathe CSSalls for a strengthening of the governance of the European Chemicals
Agency andan increase the sustainability of its financing

Prioritising substances for which a CLH dossier is submitted

On prioritisation, undemeasure #&ECHA would be asked to screen the registry of
intentions for new CLH proposals and to propose a prioritisdisb, based on the agreed
criteria, on a regular basis. It is assumed that ECHA staff would be able to screen ten
substances per day against the agreed prioritisation criteria (e.g. hazard class, tonnage,
widespread use, etc.), including the request ddditional information to the dossier
submitters and the organisation of a discussion at CARACAL level per year. These tasks
would require 0.04 FTE per year at ECHA Again, it is important to note that, since the
development of the IRS, the proportionGifH dossiers that were submitted as a foHapv

to previous activities has grown, from 23% during 2Q005 to 68 %n 2020 (se€ able

81). Thereforethe screening of CLH intentions and the request for further information is
not expected to bring significant added value as criteria egadl integrated in the IRS
screening. Furthermore, the effectiveness of such screening at intention level, wihefre par
the work preparing for a CLH dossier has already been undertaken should be put into
guestion. Finally, some stakeholders, amongst them, a lot of the Member States, voiced that
such a measure would undermine the right of initiative of Member Staiesvdlld hence

not be in line with a balanced subsidiarity between Member States and the European
Commission.

Table81. Source of CLH dossiers in 2020

Activity Proportion
REACH compliance check 44%
REACH substance evaluation 32%
RMOA 12%
Group assessment 32%

At least one activity 68%
Source: reproduced from ECHA (2021b)

Policy measuré&7 derivesfrom the same starting basis, i.e. the agreement with the MSCAs
on a set of prioritisation criteria, but instead of mandating gheritisation to the
Commission (through ECHA), they provide for the development of guidance on the
application of the criteria by the dossier submitters. Policy meaZuveutd require dossier
submitters to illustrate the application of the criterighi@ir CLH intentions. It is assumed
that, at first, the Commission and ECHA would provide a proposal on the prioritisation
criteria, to be discussed and agreed upon during subsequent CARACAL meetings. While
this process is not expected to entail significeosts, it may overcome theegative
feedback on Policy measure.#&ich criteria, when available, would be used to identify the
best Regulatory Management Option Analysis (RMOA) in Risk Management and
Evaluation (RIME+2% platform. There is no additionabsts entailed with this change of
criteria to be used by RIME+.

219 Six days per year to screen CLH intentions and request additional information and four days to organise a
CARACAL discussion 10 days = 0.04 FTE).
220 https://lecha.europa.eu/fr/rime
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Most respondents of the OPC and TSS supported the establishment of a prioritisation
mechanism for the development of CLH dossiers. Some stakeholders suggested that the
publication ofa list of substances of concern to be prioritised could be used to stimulate
updating of seklclassifications with better information. The prioritisation mechanism
should be in line with ECHA’”s IRS, based on
that mater the most to ensure high level of protection of human health and environment.

The assessment of regulatory needs should be used to identify the best management option
prior to the CLH process, when appropriate. The process should consider the various
regulatory processes that exist and initiation of multiple, overlapping processes should be
avoided.

Some MSCAs noted that if the prioritisation mechanism were to conflict with the right of
initiative of the Member States, it would not be acceptable.

ECHA camsi dered that ‘an 1nfor mal and 1integr a
activities) is very likely not only to be less resource intensive and less costly but will also
provide more coherent and consistent outcome of the overall chemicals managsteant sy
while transparency can still be safeguarded

Increasing the number of CLH dossiers submitted to ECHA

ECHA has estimated the resources required for the development of CLH dossiers, including
the average time and other resources required per dossier. A CLH dossi®BACH-
regulatedchemical substance can cover a number of different scenarios and tgmeser
Theyvary in the number of hazard classes, the complexity of the hazard classes and whether
it is a data rich substance or of a poor qualityAiat&ing substance with incomplete or
missing studies inside/outside EU and of low quality/reportintp woor robust study
summaries (RSS).

The number and type of hazard classes and the type/quality of available data will together
define the quality and the complexity of the dossier preparation and togetheffezithe
resources required for preparitige dossier.

Again, it is important to stress that the feasibility of the work needs to be seen in the light
of resources that will be available to ECHA versus the total amount of activities (in
particular, under REACH and CLP) that are foreseen for E@HzZarry out(see above)
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Table82 ECHA' s estimate of resources for suppo

ECHA estimate for CLH
Dossier development 0.35 FTE
RAC opinion making 0.1 FTE
Support services 0.05FTE
Total FTE 0.5
1 FTE staff costs including 19% overhead cost and infrastructure (2021

€170,000

value)
Total cost of dossier development, support services and RAC opinion €85 000
making ’
Contribution to RAC organisation cost €10, 000
Total (2021 value) €95,000

The “dossier devel opment’ ¢

ost component

h a

the collection, validation and evaluation of data for proposing the hazard classes;

and
drafting of the dossier.

ECHA considers that the first stage of collectangd assessing the data will be the most
challenging in respect of time management and experience in literature searching and data
collection as it will require the need to acquire and access proprietary data, which may

require the input of the Legal AffairUnit regarding confidentiality and use of data. The
second stage of drafting the report is identified as being more manageable. To estimate the
resources necessary to develop a CLH dossier, ECHA has surveyed MSCAs and contractors
about the time and finani a 1 resources required for

dossiers:

t he

Simple: the preparation of a dossier with only one to three hazard classes and the
less complex hazard classes, such as physical hazards, irritation, or one aspect of

environmental hazards.

Medium: the preparation of a dossier with three to six hazasbes and more

complex such as CMR and Environment.

Difficult: the preparation of a dossier with seven or more hazard classes including

those of a more difficult nature.

On measuré9, the establishment of a team/unit of five FTESs in charge of prepatikl
dossiers at ECHA could be able to develop around 225 dossiers (both simple and complex
ones) over the period 2022040 (sed able 83. This can be summed up as on average 2.5

dossiers per FTE per year.
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Table83: Estimated number of CLH dossiers ovgraaiod of 15 years and 410 years

Work years | FTE Dossiers /yr | Total dossiers| Cumulative Cumulative total
prepared for | Total of dossiers| if an increase in
the period prepared in complex/

1- 10 yrs difficult dossiers

20232028 1 3 15

3 9 45
5 15 75
20292034 1 4 20 35 20-27
3 12 60 105 60-80
5 20 100 175 100140
20352040 1 4 28 67
3 12 84 189
5 20 140 315

Weighted grand total (2023042)

250

Source: ECHA

The present

val ue

o f 1milian. ECKAsexpecis that overctitne a
— e.g. three to five years- its resources would acquire experience and would therefore be
able to prepare more dossiers. However, if the new hazard classes were to be introduced in
CLP, ECHA staff may have to prepatéH dossiers which are considered to require more

time because of their complexity, cancelling out any gain in capacity.

The development of additional CLH dossiers by ECHA would also have an impact on RAC
and its secretariat in terms of additional wdrke additional burden would be lower in case

of CLH developed outside of ECHAs RAC is currently already running at maximum
capacity, any increase of workload would have to be accompanied by a reform of RAC and
its membership to cope with additional wofkor CLH dossiersrapporteurs are RAC
membersand employed as officials by a Member Stdtkeir work is not reimbursed,
contrary to other tasks performed by RAC, such as restrictions, applications for
authorisation and Occupational exposure limits (OE@)kwTherefore, the financial costs

arealmostlimited to the organisation of the meetings.another consequena® ceopted

members can be deployed to CLH work as a consequence of the lack of reimbursement

In addition to the resources needed to dgvéhe CLH proposals and RAC opinion making,
there are other ECHA resources that support this work, such as the RAC sectké&ariat,
legal affairs unit, the library services for literature searching, HR, finance, etc. Any
additional activity also needs tmake a proportionate contribution to the overall
administrative costs of running the Agency (building rent, heating, IT infrastructure, etc.).
To account for these, ECHA added 19% overhead cost, obtaining a figure of 0.15 FTE per
dossier to support the RAgGpinion making and administrative overhead (ca. 0.04 FTEs for
meeting organisation, 0.06 FTEs for supporting rapporteurs in opinion drafting and 0.05 for
other support activities like HR, finance, legal support and library services for literature
(including
operational costs to organise the committee meetings (assuming around 50% are remote
meetings). Assuming an average of 12.5 CLH dossiers per year (prepared by a team of five

searchig ) , for

a cost

of
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FTESs),over theconsideredoeriod the present value of these additional costs amounts to
€0.3million.

The Commission could provide additional funding for the preparation of CLH dossiers to
contractors, or directly to MSCAs. As noted, also for MSCAs the tindevelop one CLH

dossier may vary significantly depending on the complexity of the substance (e.g.
grouping/reaeacross), how many hazard classes are evaluated (targeted vs. full), but also

on the experience of the staff working on the dossier. The EU&Age labour cost for
employees in professional, scientific and t
of one CLH dossier developed by MSCAs”’ st a
additional 0.15 FTE required for literature searching, Fihance, etc., the total cost of one

CLH dossier developed by MSCAs 1s approxi ma

External contractors have supported the preparation of CLH proposals for a number of
years, typically for CMR endpoints, but also for other hazard classes as acute toxicity

and STOT RE. Contractors or ECHA’ s new tea
following tasks:

Literature search;

Evaluation of information and drafting the CLH dossier;
CLH dossier update after accordance check;

Preparation and psible update of RCOM after consultation;
Support following RAC rapporteur requests/RAC process.

E I

The last task is mostly carried out by the dossier submitter (the supporting MS), although
contractors may be asked for some input. Usually, for CMR hazasks|aSLH dossiers
require comprehensive summaries of the available information and detailed study
descriptions of the key studies and a discussion of all relevant mechanistic, toxicokinetic or
other information crucial for the evaluation process. A detaemparison of the data with

the CLP criteria including all arguments pro and con the proposed classification leads to
conclusions on the proposed hazard category. One of the main problems faced by
contractors is the accessibility of all relevant inforimatfrom the key studies. Study
summaries in the registration dossiers are often not detailed enough to prepare sufficiently
robust study summaries for the CLH dossiers and requesting the study reports from the
registrant(s) may be tirreonsuming. In someases, a separate reactoss justification
document may need to be prepared as part of the CLH dossier. The average cost of
out sourcing the preparation of one CLH doss
although for complex dossiers may arrivet € 6 1 , 7 0 0 .

In addition, ECHA and the sponsoring MSCA spend around 0.05 FTE per dossier to
organise meetings with the contractors, to contact industry about the full studies, to check

the studies, to search data available to ECHA but not to the contré@support the public

consultation and as a general folloyy and project management. The total cost of
outsourcing the preparation of oneB33GAH dos s
+ 6,300 for 2x 0.05 FTE)

As noted, any increase of workloaguld have to be accompanied by a reform of RAC and

its membership to cope with additional work, as a mere provision of additional resources
may not take advantage of the synergies of the current setting. Such a reform rtedezls to
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onboardthe ongoing reion of REACH, and in particular of the authorisation and
restriction mechanisms as well as the organisation and financing of ECHA foreseen in the
CSS. Since March 2021, the RAC established a Working Group to handle CLHsldissier
mandate is to suppottie work of the rapporteurs in discussing the CLH proposals and
review opinions for efficient agreements by the plenary meetings of the RA&€Csame
approach for new hazard classes or specific issues could support RAC.

Summary of the economic impacts
Administrative burden for public authorities:

Mandating the Commission to initiate CLH dossiersentails increased administrative

costs for ECHAThe present value of the cost of establishing and maintaining a team/unit

of five FTEs in chage of preparing CLHossiers— which could be able to develop around

250 dossiers over the period 20220482 ( 2. 5 dossiers pdmillldhTE per
(discount rate3%). Considering that an ECHA staff FTE costs 070 0 € , including
overhead cost andfrastructure, such ECHA developed CLH dossier would cgét 680 € .

Alternatively, the Commission could provide additional funding for the preparation of CLH

dossiers to contractors, or directly to MSCAs following calls of interest. The total cost of
outsmrcing to extermnal contractors or for f ui
CLH dossier.

The development of additional CLH dossiers would also have an impact on RAC and its
secretariat. As RAC is currently already running at maximum capacity, argagec of
workload would have to be accompanied by a reform of RAC and its membership to cope
with additional work. Such a reform needs to be thought in the context of the ongoing
revision of REACH, and in particular of the authorisation and restrictiomamézms or the
identification of Substances of Very High Concern (SVHCs) on the ground of PBT
properties or equivalent level of conceED(properties or PMT properties). The recently
set up Working Group for CLH has already improved the flow of CLH asssads.
Transforming the existing ECHA WGs on EDs and PBTs into WGs attached to RAC for
those propertiesay also help the development of RAC opinions covering those new hazard
classes.

In addition to the resources needed to develop the CLH proposals &dgR#Aon making,

there are other ECHA resources that support this work, such as the RAC sectkéariat,

legal affairs unit, the library services for literature searching, HR, finance, etc. These have
been estimated in 0.15 FTE per dossier, foracoétdfs , 000 plus €10, 000
costs. Assuming an average of 12.5 CLH dossiers per year, over the period ZD23

the present value of t B.8milkon (discdunttaieldym.al cost s

The costs for the action of the Commissiotransform the RAC opinions into a delegated

act ATP are supposed to remain equal to the baseline, for as long as the volume of RAC
opinions per year is manageable with one annual ATP. Increased consultations with
stakeholders or REACH registrants aréhea small compared to the CLH development
costs.

Table84: Costs and effectiveness of various options to devéldpCLH dossiers per yeddiscount rate3%)
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Who  developd ECHA with | MSCAs with| Contractors withl Contractors

CLH dossiers COM mandate | COM funding COM budget with  COM
mandate

Cost per dossiel 68 40 33.6 (upto61.7) [ 33.6 (up to

(in thou 61.7)

Additional  cost| 0* 0.025 FTE MSCA 0.025 FTE

(coordination 0.025 FTE ECHA| ECHA

meetings, suppol

provided,

contractingy*

Present value g 1.1m€ 0.7m€ 0.7m€ 0. 6 m€

the costs for 2B

dossiers

Effectiveness +++ ++ + ++

(timing, quality)

Note: * No additional cost foreseen for ECHA as ECHA would work independently. Reports may take place during C

meetings, with nadditional cost.

** Additional costs to th&€ommission are not reported as the measures do not create any new tasks or trigger such a

workload that new staff should be hired

The introduction of anandatory prioritisation mechanism or the improvement of the
current oneunder CLP for the assessment of CLH dossiers intends to increase effectiveness
and ensure the allocation of the limited resources in line with the priorities. The mechanism
would complement the prioritisation criteria listed inigle¢ 36 of CLP. Indicatively, the
additionalprioritisation criteria could be:

Hazard class and category;

Groups of substances vs single substances.

Tonnage;

Exposure (e.g. consumer exposure, widespread dispersive uses);
Divergence in seltlassifications.

It should be noted that, currently, ECHA and MSCAs already prioritise substances and
groups of substances after the IRS screening stage in the informal meetings RIME+. The
prioritisation mechanism would be additional to the IRS step and would act ornLithe C
intentions as expressed to the registry by the dossier submitters (MSCAs or industry). The
indication of the intention to submit a CLH
be made obligatory (at the moment it is voluntary). This additionaliso®t significant

compared to other costs and hence not reported here.

The prioritisation mechanism would consider, under measure #9, RAC capacity to process
CLH dossiers and would result in a list of prioritised CLH intentions to be discussed and
confirmed in CARACAL. Those CLH intentions not included in the prioritisation
programme would be considered of low priority and placed in a list for further consideration.
Additional costs triggered by such additional discussions in CARACAL are expected as
Member States have voiced concerns about the limitations to their right of initiative such a
measure would bring.
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ECHA would be asked to screen the registry of intentions for new CLH proposals and to
propose a prioritisation list, based on the agreed critenia regular basis. It is assumed

that ECHA staff would be able to screen ten substances per day against the agreed
prioritisation criteria (e.g. hazard class, tonnage, widespread use, etc.), including the request
for additional information to the dossisubmitters and the organisation of onehad
CARACAL meeting per year. These tasks would require 0.04 FTE pef3feegain, it is
important to note that, since the development of the IRS, the proportion of CLH dossiers
that were submitted as a follewpto previous activities has grown, from 23% during 2010
2015 to 20162020. Therefore, the screening of CLH intentiond the request for further
information is not expected to require a significant amount of time.

Table85: Source 6 CLH dossiers in 2020

Activity Proportion
Compliance check 44%
Substance evaluation 32%
RMOA 12%
Groupassessment 32%

At least one activity 68%
Source: reproduced from ECHA (2021b)

Policy measure8moves from the same starting basis, i.e. the agreement with the MSCAs

on a set of prioritisation criteria, but instead of mandating the prioritisation to the
Commission (through ECHA), they provide for the development of guidance on the
application of the critga by the dossier submitteiB3ossier submittershouldillustrate the

application of the criteria in their CLH intentions. It is assumed that, at first, the Commission

and ECHA would provide a proposal on the prioritisation criteria, to be discussadraed

upon during subsequent CARACAL meetings. While this process is not expected to entail
significant costs, it may overcome the resistance of some MSCAs, which during past
CARACAL meetings have voiced their concern over a possible conflict between the
Commi ssion’s mandate to prioritise CLH 1inte
dossiers. ECHA considered t hat ‘an 1infor m
prioritisation activities) is very likely not only to be less resource intensive anddstg c

but will also provide more coherent and consistent outcome of the overall chemicals
management system while transparency can st

Thereare also some expected benefits from harmonising classification and providing a
levelplaying field amongst manufacturers of the substances with harmonised classification
and mixtures containing such substances.

221 Six days per year to screen CLH intentions and request additional information and four days to organise
one adhoc CARACAL meeting (10 days = 0.04 FTE).
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Summary of the health and environmental benefits

Article 1 of CLP identifies the establishment of a list of substances with harmonised
classifications and labelling elements at the Community level as being one of the key actions
that help ensuring a high level of protection of human health and tieom@ment.
Harmonised classifications and labelling are the triggers for risk managemeanch of

the downstream legislation and act therefore as one of the key cornerstones of the EU
chemicals legislative framework. As an example, harmonised classification for CMR
substances of categories 1A or 1B trigger a REA®Ked ban in consumer protkjc
preventing exposure of those consumers to CMR substances.

There is also a positive direct impact of harmonised classification for CMR substances,
hence replacing possible less critical s#dfssifications. This would trigger relabelling and
possiblereformulation to replace the substances at stake, further reducing the exposure of
consumers and professional users to hazardous substances. However, quantification or
gualification of this positive impact is difficult and uncertain.

Allowing the Commisgin to initiate CLH dossiers may speed up the process and ensure
that the substances of the highest concern are addressed in a timely manner, bringing
forward the expected benefits.
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Annex 11- Convergence of SelfClassification

CONTEXT

The improvementf the Qassification and Labellingnventory as an important tool for
notification of selfclassifications is linked to other actions in the Chemicals Strategy in so
far as more accurate and reliable hazard information on chemical substances would allow
better risk management.

As to other objectives of the European Green Deal, the initiative is expected to contribute

to the zero pollution objective and to a certain extent also the circular economy. Indeed,

better knowledge of environmental hazards, iiofeked by risk management measures, will

allow better protection of the environment, whether at the production, use or recycling stage.

At the same time, better classification of substances is expected to trigger more appropriate
labelling, as both obligains are linked under CLP. As an example, a substance that is
classified as acutely hazardous to the aqua
to aquatic 1ife’. It should also bear t he
enviroasmewe¢ !l Ll as “Dispose of contents to/ co:

In terms of SDG, the envisaged measures are expectaddress SDG 9 as well as,
indirectly SDG 3, 6 and 121 generalit must be admittéthat the link witithese objectives

is expected to be mainly direct, as, to grasp all potential benefits they will require
additional actions as e.g. risk management measures, labelling etc. To conclude, these
measures will be a necessary, but not a sufficient condition to meet the above mentioned
objectives.

PROBLEMS

Article 4 of CLP requires manufacturers, importers and downstream users to classify
hazardous substances or mixtures {skl$sification) before placing them on the EU
market. SeHclassification applies only if there is no harmonised classidicand labelling,

i.e. for those hazard classes or differdigies (i.e. distinction within hazard classes
depending on the route of exposure or the nature of the gffddth areoutside the scope

of that harmonisatiarDuty-holders must consider alvailable information and evaluate

the reliability and applicability against the classification criteria for physical, human health
and environmental endpoints. They also have to review the classification of substances and
mixtures where new scientific egchnical developments exist (article 15).

Article 40 of CLP requires dutiolders to notify ECHA a number of classification and
labelling data regarding their hazardous substance as well as their identity, to be included
in the Classification and Labilg Inventory. The @ssification and Labelling Inventory
maintained by ECHA and contains classification and labelling information, whether
provided directly by manufacturers or importers, or indirectly via the REACH registration
dossiers. In Decemb2021, the inventory contained ca. 206.000 substances, 4,500 of which
had a harmonised classification and the rest beineckead$ified. TheClassification and
Labelling Inventorys a publicly available database that receives an average of 16,000 views
daly and supports downstream users who otherwise would depend solely on substance
safety data sheeta sheet which is required under REACH and which contains information
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on the substance, amongst others on its classification and labelling. It hasattshbetted
throughout the supply chain to recipients, being downstream users and distributors

Table 85provides an overview of the information that must be notified to ECA¥Aiqle
40) and the information that is publicly available on tHes€lification and Labelling
Inventory(Ar t i cl e 42) .

Table86. Differences between Article 40otified information( and Article 42 (publicly available informatio

Information published

in the Qassification and Labelling Inventd
according to Article 42

Identityofn ot i fi er Not included

[ dentity of s ubst aiEINECSname, where applicable

IUPAC name set out in Article 119(1)(a)
REACH

Other numerical identifiers where appropr
and available

Classification of substance(s) in accordiClassification of substance(s) in accord:
withAr t i cle 13 with Article 13

Information to be notified
to ECHA under Article 40 C&L Notificatio

Labelling elements specified in ArtilLabelling elements specified in Article (17
(17)(1) points (o)X f ) points (d)}(f)

Specific Concentration Limits (SCL) dv-Not included

Factors
Where a substance has been classifigNot included
some but not all hazard classes
differentiations, an indication of whether {
is due to lack of data, inconclusive datd
data which are conclusive but insufficient|
classificat o n

The notified information is not subject to review or verification, although the information
provided via REACH, which is subject to review and verification, has been used to revise
classifications and enhance the reliability of imgentory. In addition, Article 41 provides

that when notifications for the same substance differ, the notifiers or registrants must work
together to come to an agreed entry. Article 16 acknowledges that a substance may be
classified differently than preausly submitted classifications and, if so, the reasoning for
this difference must be submitted with the notification. However, this justification does not
need to be published according to Article 42 and is not publicly available.

The problem and itsscale

In terms of intervention logic, the specific problems described below fall under the more
gener al problem of ‘Hazar dous chemicals a
classified’”. This Annex c o v-elassficdiomWwhichareh e 1 n e f
all linked to the Classification and Labelling Inventory. Anrigkcovers the harmonised
classification proces®©ne of the aims of thel@micals Strategy for Sustainability to

coordinate and simplify actions across EU chemicals lemislathis requires a review of
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the interoperability and accessibility of chemical data, including thecked§ification
process and thel&Ssification and Labelling Inventowhich have been highlighted as areas
for improvement.

The Staff working documerdrafted in the framework of the Fitness Check of the most
relevant chemicals legislation (excluding REA@H)ighlighted the following key issues
relating to the quality of data held in thé&a€sification and Labelling Inventary

As selfclassifications @& made by the duty holders themselves, there is a possibility of
divergence in classifications across actors. In some cases, such divergence may be justified,
such as those related to differences in-skalésification as a result of impurities, physical

state or differentiations. Some divergences are, however, due to differences in data used for
classification or lack of agreement between ehtlglers on selclassification.

The absence of a tonnage threshold for data requirements for classificatieaccemduty
holders basing their classification on different levels of toxicological data, particularly in
the absence of testing requirements #ere is no quality check, the robustness of
information provided 1s questionable.

As ECHA is not entitledo correct or delete setfiassifications that may be incorrect or, in
the case of substances which are no longer placed on the market, obsolete, the CLI may end
up containing incorrect or irrelevantselfl a s si fi cati ons.

Data provided by ECHA found &t 78% of substances in théa€sification and Labelling
Inventory have a single classification, which highlights the potential scale of the issue but
further examination of the&CLl is needed to determine how many of the remaining
substances have incortexr diverging classifications (see also Figuf2 below).

Furthermore, Amec Foster Wheeler et?d).investigated the divergence of classifications

of the same substance in thiagification and Labelling InventarBased on the responses

of companiesd a stakeholder consultation questionnaire, the study found multiple reasons
for divergence. These include difficulty in interpreting study results, conflicting study
results, a lack of agreement amongst companies over how to correctly apply the
classificdion criteria, a need for companies to harmonise classifications based on product
ranges with similar substances, and difficulty in consistently filling in the hazard classes in
thelUCLID database

222Commission Staff Working Document. Fitné3iseck of the most relevant chemicals legislation (excluding

REACH), as well as related aspects of legislation applied to downstream industries, accompanying the
document “Report from the Commission to thmicEuropeart
and Social Committee and the Committee of the Regions. Findings of the Fithess Check of the most relevant
chemicals legislation (excluding REACH) and identifi
final/2. Brussels, 18.7.2019.

223 Amec Foste Wheeler et al(2017): A Study to gather insights on the drivers, barriers, costs and benefits

for updating REACH registration and CLP notification  dossiers. Available at:
https://echa.europa.eu/documents/10162/22931011/study_drivers_and_obstacles_reach_clp_updates_en.pdf/
7b21b25e9al1tef0530cee09a60aa204f
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https://echa.europa.eu/documents/10162/22931011/study_drivers_and_obstacles_reach_clp_updates_en.pdf/7b21b25e-9a11-ef05-30ce-e09a60aa204f
https://echa.europa.eu/documents/10162/22931011/study_drivers_and_obstacles_reach_clp_updates_en.pdf/7b21b25e-9a11-ef05-30ce-e09a60aa204f

The information available from previous studies combimeth the analysis of 2021
Classification and Labelling Inventorgata can help determine the scale of incorrect,
diverging or obsolete setflassifications in th€lassification and Labelling Inventary

The stakeholder consultation conducted for the Afaster Wheeler et al. stud§found

that 59% of companies using th&s&sification and Labelling Inventohad seen multiple
classifications for a single substance. The main reason for these differences was the lack of
agreement between companies (28%bh \the existence of impurities seen as the second
most influential factor.

Most respondents to the targeted stakeholder consultation believe that the obligation of
duty-holders to come to an agreed entry in thes€ification and Labelling Inventoshout

be strengthened. Furthermore, there was consensus that diverging and/or erroneous self
classifications and obsolete information in the Classification and Labelling Inventory may
hinder the ability of the CLP Regulation to protect human health and tirerement.

According to the 2021 data on théa€sification and Labelling Inventoprovided ECHA
providedto the study team of the study underlying this Staff Working Document, 78.39%
of substances in thel&sification and Labelling Inventorizad a single classification and
97.64% have five or fewer classificatiorfggure 73. It should be noted that a substance
can have multiple classifications for lagiate reasons, such as differences in composition
or physical form of the substance. ECHAlists the following justifiable reasons for
classifications in the l@ssification and Labelling Inventotyg vary:

Different hazardous impurities, additivesingredients might bpresent;

Properties such as the physical form, the pHfldsdh point might be different;
Suppliers need to interpret scientific studies when they classify a chemical, and different
suppliers might reach a different conclusion, whgchometimes justifiable.

0.5%_ 0-1% g oo 0.2%
1.8% 0% 4.2% 0%

m5-10 ‘

% of Substances % of Notifications

Figure 72. Percentages of substances and notifications with multiple classificat®msrce: ECHA data |

The divergence can be analysed further to understand the possible implications, according
to the hazards associated with substances holding more than one classifiogticn 73
points to the fact that the majority of the differences in classifications relate to health hazards

2245ee footnote 3.
225ECHA, Tips for users of Chemicals in the workplace, A short guide for users of chemicals in the workplace
on how to get the most fmo the classification and labelling information you receR@&16.
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https://echa.europa.eu/documents/10162/966058/tips_users_chemicals_workplace_en.pdf/0ed1aea9-2ddd-4d1a-b64a-cadc9d4625a9

(over 80%). This suggests that the divergence in classifications in the CLI has the greatest
impact on the (mis)communication of hazards retato human health.

% of Substances
0 10 20 30 40 50 60 70 80 90

Health differences

Not classified

Health & Env differences
Health & Phys differences
Environmental differences
Health, Phys, & Env differences

Physical differences

Phys & Env differences

Figure 73. Estimated percentage of substances with multiple classifications due to variation in the

listed, in the CLI as of 30th November 20X8ource: ECHA data

ECHA has recognised the issue intorrect, diverging or obsolete information in the
Classification and Labelling Inventofgr some time. Notifiers have been encouraged to
communicate with one another to discuss varyingdaffsification and labelling entries

for the same substance,dn effort to obtain consensus on the applicablectadfsification
(Article 41). Furthermore, ECHA has previously attempted to facilitate these discussions
through the introduction of al&ssification and Labelling platform. In 2015ECHA
undertooka pilot project on tht platform with support from a pilot project team.
Approximately 3,985 companies, that had notified 97 substances, were individually
contacted and invited to start a discussion using the C&L platform. Prior to the pilot, 25%
of all selfclassified substances were found to have diverging classifications and the
platform was not actively used. It was found that although the number of notifications
decreased by close to 1,000 during the pilot, the overall aim to get duty holders to agree on
a single selfclassification for a certain hazard was not achieved because the number of
classifications did not decrease. Less than five percent (5%) of the notifitastedrused

the platform, and the number of classifications did not decrease. Th#&orplawas
discontinued as a result of lack of use and the pilot was discontinued.

The number ofncorrect, diverging or obsolete sekclassificationshave been identified
as a key problem of thel&sification and Labelling Inventary

These classificatins have a negative impact on the reliability and usefulness of information

in theClassification and Labelling Inventoand limit the effectiveness dfe inventoryas

a hazard communication tool. Selfssifications determine the labelling of the substances

in the supply chain and the labelling of products (which when under the scope of under CLP
are mainly mixtures) containing the substances when placed on tketniEne hazard
classification of a substance also determines the appropriate risk management measures that
should be applied when using the substance, which aim to control risk by preventing, and
protecting against, harmful exposure.
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Consequently, thenclusion of incorrect, diverging (if not justified) or obsolete self
classifications in the&Classification and Labelling Inventogan lead to negative human
health and environmental impacts and a biased internal market for chemicals, because of:

1 Decreased value of theClassification and Labelling Inventoag a hazard collection
and communication tool; and

1 Insufficient risk management measures applied as a result of incorrect
classifications.

The problem drivers

The identified problem is a result @ur underlying drivers, which represent regulatory
and/or technical failures:

No legal basis for ECHA to remove or deemphasise inactive notifications or correct /
delete erroneous notifications and inability for notifiers to remove obsolete
Classification and Labelling entries. This driver relates to the lack of a process to remove
incorrect or inactive notifications, but they differ with respect to the party involved. Articles
15 and 40 of the CLP Regulation place legal obligations on notifiers to ufitste
notification(s) whenever they become aware of new and reliable information which changes
the classification and labelling of their substance(s). Notifiers can inform ECHA if the
manufacture or import of the substance has ceased. This will changetitieation to

“ 1 n a cbut hotifiers are not entitled to themselves modify/remove their notification from
the inventory as it is ECHA which maintains tG&ssification and Labelling Inventary
Theinventoryis automatically updated when a notifier submits data to ECHA. There is no
legal basis for ECHAO correct or delete obvious mistakesit is not expected from ECHA

to know the exact classification of each substance undeclasfification. There is &b no

legal basis for ECHA to remove entries by companies which no longer exist or for
substances which are no longer placed on the market (especially below 1t/y), or to contact
notifiers/registrants to initiate these corrections. Finally there is alsbligation for the
manufacturer/importer taheck the qualityof the information being notified. Feedback
received on CARACAL Document CA/77/2020 on the improvement amusegn of the

CLP inventory suggested that multiple classifications for the sansasdes are to a
significant extent caused by the inability to remalassification and labellingntries for
substances that are n oHowesen whena notifierindicatestoe s t
cease manufacture/import, the C&L is removed fibien public inventory (so in effect it
appears as removed).

Shortcomings i n E CHssificationIaid Labelling nsotifichtons, C
leading to high administrative costs and burden for companiedNotifications to the
Classification and Labelling Imntorymust be submitted electronically, either through the
REACH-IT portal or [IUCLID. Previously, the bulk notification tool (Bulk XML) could be
used to submit bulk notifications, but this method has recently been replaced with IUCLID
cloud and a soon tae released systetn-system platformThe choice of which tool is used

to submit a notification to th€lassification and Labelling Inventodepends on whether

you havea substance with multiple constituents, if a notifier wants to keep the IGAC
name onfidential when submitting the notification, or the number of substances to be

228|UPAC: International Union of Purand Applied Chemistry
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notified.A report on the review of ECHAfoundh or t comi ngs wi th ECHA’ s
Foster Wheeler et al., 20%7), whichmay act as a deterrent for companies when it comes

to updating thei€lassification and Labelling Inventongtifications, particularly for SMEs.

These included:

Frequent IUCLID updates, leading to adaptation costs primarily due to
training and increased administrative burdens for companies;
Lengthy andsometimes too complex guidanfoe IUCLID,;
REACH-IT not being accessible oweekends ah Finnish public holidays;
IT tools not traslated into every EU language; and
Complexity and lack of usdriendliness of the software, particularly IUCLID, leaditay
time consuming processes and the fee@MEs to use external consultants.

However, it needs to be noted that the three first shortcomings listed above have meanwhile
been addressed by ECHA’s TUCLID <c¢cloud.

Lack of transparency in the Classification and Labelling Inventory regarding the
identity of notifiers preventing communi ¢
substance.The publicClassification and Labelling Inventodoes not publish the identity

of notifiers, and therefore notifiers are unabledentify who has submitted classifications

and why they are possibly differing from their own. This lack of transparency regarding the

notifier identity acts as a barrier for discussions amongst notifiensever, ECHA figures

(see above) show that the plem is not as huge as originally suspected, especially as many
notifiers are part of a ‘“group’ (see mnext I
identity. The notifier that submits a notification with a group of companies has to upload a

file with the names of the companies, meaning it knows the name of the companies in that

group.

No compulsory legal requirement for notifiers to come to an agreement on self
classifications, Ar t i cle 41 of CLP states that for not
notifiers and registrants shall make every effort to come to an agreed entry to be included

in the inventory”. However, there 1s no 1eg:
to an agreement. Data provided by ECHA on @hassification and Latdling Inventory

highlighted that collaboration is already happening to a certain extent. Around one third of
notifications are coming from groups of manufacturers and importers, with an average of

44 manufacturers/importers per group. This leaves arowodthirds of notifications

coming from individuals who are likely to be selfssifying their substances in isolation.

However, based on the high usage of@essification and Labelling Inventgrgnany are

likely to be classifying similarly to alreadyisting notifiers, even if not actively discussing

with them. So while th€lassification and Labelling Inventory unlikely to bring existing

notifiers to change what they already notified, it is likely to serve as a source for new
notifiers. Moreover,é me of ECHA’s submission tools (on
IUCLID cloud) suggest existing classifications when submitting a notification for a
substance already in tiidassification and Labelling Inventary

227 Amec Foster Wheeler et al, Study to gather insights on the drivers, btensj costs and benefits for
updating REACH registration and CLP notification dossier2017, Available at:
https://echa.europa.eu/documents/10162/22931011/study_drivers_and_obstacles_reach_clp_updates_en.pdf/
7b21b25e9a1tef0530cee09a60aa204f
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It has been noted by ECHA that tiassfication and Labelling Inventorprimarily
provides transparency on how substances on the EU market have besdass#iéd by
companies and it is not a tool that creates harmonisation after companies have notified their
classifications to thenventory.There is no incentive for agreeing on classifications after
notifications are submitted to the inventory.

Stakehol &% r s’ views

Stakeholder mostly approached the problems from the perspective of actions or measures
that could be taken to tackle them. Therefore, most responses were not descriptions of the
problems as perceived by tmespondents, but rather reactions to potentitibres or
measures.

With regards to Classification and Labelling Inventory, few reactions were received in
position papers and open text responses both in the OPC and Targeted Stakeholders Survey
that may indicate less interest of the respondents inribiidgon. Furthermore, the Targeted
Stakeholders Survey respondents (who mostly represented business entities) explicitly
stated in their open text comments that they do not see any significant problems in
Classification and Labelling Inventgrglthough ackowledged that the Inventory contains
obsolete information and errors and sgé#ssification of the same substance/mixture may
diverge. However, the latter could be often justified. Similarly, the interview respondents
pointed to the quality of CLClassfication and Labelling Inventorinformation as well as
diverging seHclassifications as problems, although as reported such problems did not have
any significant effect on stakeholders.

Very few instances of written feedback following the CARACAL nmgtion sel
classification has been available mostly from the observers.

The baseline

As of 30th November 2021, 751,436 notifications have been submittedG@ta®fication

and Labelling Inventoryon 205,903 substances, the majority coming from C&L
notifications (656,741) and the remainder coming from REACH Registrations (94,695).
Most substances (89%) notified to t@dassification and Labelling Inventomyriginate
exclusively from CLP notifications e.g. due to tonnage thresholds or exemptipmgth
119%2° originating from REACH registrations.

Actual notification submitters (excluding group members) amount to 22,745 legal entities,
of which 14,888 from REACH Registrations and 12,244 from CLP notifications. Around
11,055 actual notification submittemse SMEs (48.6% of the total).

A single Qassification and Labellingotification, described as a granular C&L notification,
contains a combination of the following:

1 Substance

228See also Annex IV.

229 According to ECHA, 2% of substances in the CLI get their data from REACH registrations only. 9% of
substances get their data both from C&L notifications and REACH registrations (the logical explanation is
that some companies are below 1 tonne).
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1 Substance variant (e.g. physical state / form; chemical hydration; compasgitio
an impurity / additive etc)

1 Classification

1 Labelling

1 Legal entity

Classification and Labellingotifications can be submittdry one legal entity on behalf of

a group of manufacturers and importers. For example, the notification submittedatin beh
of 50 group members would resolve into 50 granuldassification and Labelling
notifications, and if the group notification contained two substance variants, it would resolve
into 100 granular notifications. When the number of granular notificat®rigken into
account, over 10 million unique notifications have been submitted toléssification and
Labelling Inventory which come mainly from expanding the group notifications into their
constituent @ssification and Labellingotifications from tle different group members.
Data provided by ECHA to the study team of the study underlying this Staff Working
Document shows that on average a group notification contains 44 group members.

The large number of granularaSsification and Labellingotifications that come from
group notifications demonstrates that a significant amount of collaboration between duty
holders is already taking place to agree on a single classification, which is illustrated in the
graphics belowFigure 75shows the level of agreement for different classifications and
labelling combination for substances in @lassification and Labelling Inventotiyat have

5 or fewer distinctlassifications and labelling combinations.
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Figure 75: Level of consensus based on submissions by individual notifiers and notifiers representi

notifications- Source:ECHA data

Figure 76shows that if the agreement within group notifications is taken into account there
is a much higher level of consensus. It shows divergence caused by differences in
classification only, rdtter than divergence caused by different combinations of classification
and labelling, as substances with the same classification can have two distinct labelling
blocks.
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Figure 76: Level of consensus factoring in manufactturers/importers gre&osirce:ECHA data
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However, the level of convergence witlgroup notifications is not currently displayed in
the existing data structure of tléassification and Labelling Inventaryhesummaries of
notified classification and labelling entries are ordered by number of notifiers, but this only
counts M/I groups as one notifier.

As highlighted above 78% of substances and 31% of notifications are aligned with a single
classification and iglergence amongst the remaining 22% of substances and 69% of
notifications can be due to legitimate reasons, such as differences in physical form, presence
of impurities etc. Moreover, although sixtyne percent (69%) of notifications diverge, this
figureis reduced to 23% once the agreement within group notifications is taken into account
- although this is not visible in th&lassification and Labelling Inventorypublic portal.

This means that, when looking at the level of alignment in grand&ssiication and
Labellingnotifications, which considers agreement within manufacturers/importers groups,
77% of the 10 million granular C&L notifications agree on a classification.

The data shows that classificatidivergence affects around 22% of notifedbstances.

ECHA and the European Commission initiated a redesign of tasesification and
Labelling Inventoryin 2019. The aim is to improve how data are displayed, structured and
made available in the Inventory, in order to bring additional value aprbira its ease of

use. Discussions held during CARACAL meetings highlighted the difficulties around
locating the relevant data from the inventory when small discrepancies lead to multiple
entries. CARACAL members noted that the current format highlightsdifferences and

does not focus on the similarities. The redesign of the Inventory is expected to streamline
the data set, enhance the data available and provide tools to tailor the results.

The suggested improvements are based on years of operatedbbhtk from MSCAs,
users, and [@ssification and Labellingexperts, and work done on other disseminated
datasets. The improvements would focus on:

1 Improving structure and display of data to make consensus I@ssification and
Labelling data more prominent — the ability to use filtering logic is envisaged to
assist with removing erroneous entries and corruptatmularly associated with
group selfclassifications;

1 Clarifying the source of divergence— this would involve processing and
publishing data othe physical form of a substance and the existence of impurities.

This granularity could help users understand why classifications legitimately differ
from one another;

1 Publication of notifier namesto encourage convergence; and

1 Revising data access forats (download, Application Programming Interface).

230 According to ECHA the data corruptions mostly came from the now discontinued Bulk XML tool, and are
not related with the groups (even if also groups have notified with this tool). ECHA is undertaking a project
to resolve the corruptions as far as possible; resuilt be available in the new platform.
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It has also been proposed to add the functi
to have an overview of their notifications, the possibility to access them, do modifications

in bulk and updat&hen necessary. Another proposal was to eliminate a notification once

the notifier has submitted a REACH dossier, as the C&L of the dassist always have
precedencelhe latter measure is already in place in the meantime.

The redesigned inventory wagdtially planned to become operational in 2022. However,
ECHA experienced a number of problems with the current dissemination platform, which
impacted on the data within the CLI, with instances of some of the publicly available data
disappearing. This meathtat ECHA has had to delay its roadmap for improving the CLI to
focus i1its resources on “life support” of th
currently looking to develop a new data availability solution to host future dissemination
activities. Work has begun to scope out the construction of this solution, as an architecture
study is currently underway to determine how the new dissemination platform that will be
used to host the redesigned CLI will be built. According to ECHA the costottlesign

is dependent on the findings of this study, which is due for completion in Q3 2022. The
resources for the redesign are currently coming out of the ECHA budget. The first version
of the new dissemination platform aiming to be made available 23,2herefore, the
redesign of the CLI is expected to be delayed until at least 2023.

In generaljt is expected that the new platform will be more stable, more easily maintained
(e.g. towards changes in data formats), have improved data access meathodly frisual,

but also computer methods). Data flows in the new platform will also be more generic. E.g.
identity of submittersvill be a standard information element for any type of dossier. Hence,
the decision to publish it (for any type of dossierf blso C&L) should not require
significant new development in the future platform, as it would have required in the current
one.

Specificrequirements for C&L data need to be identified, but for example, the following
idea exists beyond visually promotitige most common C&L and explaining reasons for
divergence:

Making available the most commoteSsification and Labellintp new/existing submitters
preparing dossiers in the various submission taolte final data formaftThis promotes
harmonisationreduces burden of submission, reduces mistakes by avoiding retyping.
Although that initiativewill not directly address the drivers of diverging classifications in

the CLI, it aims to provide transparency on the reasons for divergence and aims to make
congensus classifications more prominent, which is expected to allow users to find the most
relevant and accurate data with ease. The redesign is also expected to display agreement
within group notifications. When considering the outcome of the changesredigsgn, if

the changes are made as describeld, éxpected that the additional information and the
prioritising of consensus classifications will reduce the impacts of the problem. These
changes will not necessarily address the source of the diverggmeever, the changes, if
implemented as described, could help users prioritise the information in the CLI and
subsequently find the most relevant data reducing the impact of the incorrect classifications.
The outcome of the redesign cannot be fully assgsurrently, as, based on discussion at
CARACAL, the redesigned Inventory is expected to be launched in 2023.

While incorrect or diverging selflassifications may still be notified in the coming years,
the redesign of th€lassification and Labellingnientory is expected to emphasise
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converging seltlassificationsas described abowad classifications derived from REACH
registration dossiers. It will highlight the justifications provided for diverging
classifications, promote convergence and easess to thénventoryby revising the IT
features. All of these improvements are expected to positively address some of the issues
discussed so far, although this is ®ependen
If notifiers make use of the newdtures it can be predicted that these changes will aid the
improvement of the CLI data. The redesign will not address the lack of legal basis for ECHA
to remove incorrect or obsolete notifications so this issue will remain, even though the
redesign will @emphasise these notifications. In addition, without stricter enforcement of
the requirement for notifiers to come to an agreement orclsasi§ifications of the same
substance it is unlikely the increased usability of the CLI will reduce this issue of
divergence. Although the convergence will be promoted by the need to provide details and
justifications, further encouragemené.g. enforcement actiorsnay be required.

In addition he EU platform which the Commission plans to develop is expectemhtaic
different inventories, such as the CLI. It is expected that further adaptation of the CLI will
be needed to ensure its optimal integration in the EU platform.

PossIBLE PoLICY MEASURES

Figure 77below is an excerpt from a study performed for ECHA in 2&kshowing which

wer e t he respondent s’ preferred ways t o s
Measures # 3Require notifies with classifications that diverge from the entry agreed by

most notifiers to update their notifications with a justification for any divergeaond

measure #4nfake notifiers name pubjitry to address the most frequently suggested way

forward. Indeedmeasure #4 aims to increase transparency and #3 increases the clarity of

how the information is displayed.

80.0% -
50%
AR,
50.0% 1 &%
40.0% + .
) 31%
30,0% | 27 %
mﬂl-':c- | 1??‘:}
10.0% Il .
0.0% I
Transparent Increass mprove the Further work  Increased Further Crthar
platform clarity om  validation with industry activity in  guidance for
how the  assistantin  groups to  harmonizing cdassification
information UCLID halp classification of specific
is displayed dissaminate hazards
agreed Chls
Murnber of respondents: 101. Respondants were aliowed bo select mone than one opton. Therefora, the sum of percentages is higher
than 100%

231 |f some notifiers do not use the new CLI when preparing their notifications or notification updates, but
derive their information from other sources, then for their notifications it will not matter however mtizh EC
improves the prominence of most common C&L, or make available the data in aoasstyformat etc.
?Amec, Foster, Wheeler, 2017, “A study to gathe
updating REACH registration dossiersandGLB t i fi cation dossiers”, p. 46.
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Figure 77: Feedback from stakeholders on the best options to solve the issue of diverging classific

ECHA has implemented a number of measures to modernise submission systems, make
inventory data easier to understand and facilitate thaseeof data both by IT
improvements. The simplified submission systems should benefit especially less
experienced ndiers. Further improvements will be done, especially to display more
prominently certain classifications (e.g. those that have a harmonised classification and
labelling, those which are supported by a group or that have been updated in REACH
registration dssiers). Ongoing or planned improvements also relate to mentioning elements
allowing to better understand the reason for divergence (e.g. data sources REACH/CLP,
differences related impurity, grade, form). Some of these improvements are mentioned in
Table 86below (without bold) but they are not subject to this impact assessment as they
belong to the dynamic baseline.
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Table87: Overview ofpossible measurdthe measures not in bold belong to the baseline)

The C&L
Inventory
contains
incorrect,
diverging or
obsolete
information on
self
classification,
that cannot be
removed by
ECHA,
impacting the
reliability and
usefulness of
information in
the C&L
Inventory

ECHA has no legal

inactive
notifications or
correct / delete
erroneous
notifications

mandate to remove

#6 Require notifiers to
validate/update entries in the C&L
Inventory every 2 year(s)

date C&L notifications and aligned
classifications

Redesign the CLI to emphasise u

#5 Swift notification updates
Require notification of updated
self-classifications within a certain
deadline after newpieces of
evidence are available

Shortcomings in
ECHA’ s I T
C&L notifications

Add a notifier dashboard to give
companies an overview of their
notifications and allow ease of acc
and update. Extc¢
ma nuf act ur dunciiomality
for registrants in REACHT to C&L
notifiers

POLb
Improving the
CLI and
promoting
convergence of
self

Ensure that when a C&L notifier
submits a registration dossier, the
C&L data provided in the registratig
dossier replaces any earlier data
provided in a C&L notification

classifications

No t i fdenttiess
are not published

#4 Publish contact information for
submitted classifications so that

notifiers can contact the notifiers of
the same substances

Notifiers are not
required to come tg
an agreement on
self-classifications

#3 Requirenotifiers with
classifications that diverge from thg
entry agreed by most notifiers to
update their notifications with a

justification for any divergence

293




Table88: Impact assessadeasures \

The Commission to amerfdticle 40 of CLP to
#6 Require notifiers to Hard, introduce the requirement for notification upda
validate/update entries in |legally  |Notifiers are the only actors that can guarante|
the C&L Inventory every 2binding  their notificationsstay up to date. The requirem
year(s) rules should come into force with the launching of tt
redesigned CLI platform.

#4 Publish contact
information for submitted |[Hard,

clagglflcatlons S0 that Ie_ga!ly The Commission to amenftticle 42 of CLP.
notifiers can contact the |binding

notifiers of the same rules

substances

#3 Require notifiers with The Commission to amenktticle 41 of CLP to

classifications that diverge
from the entry agreed by

require justification of diverging classifications

Hard, from classifications backed up by REACH

most notifiers to update It?igg:lr?g registration dossiers or from classifications
their notifications with a rules notified the most. The requirement should con|
justification for any into force with thdaunching of the redesigned
divergence CLI platform.

#5 Swift notification
updates Require notificati

of updated self IHe a[::l’ The Commission to amend Article 40(2) to adq
classifications within a bigdir)mlg deadline after which an update is required (fro

certain deadline after new the moment
pieces of evidence are

available

rules

ECHA has implemented a number of measures to modernise submission systems, make
inventory data easier to understand and facilitate thaseeof data both by IT
improvements. The simplified submission systems should benefit especially less
experienced ndiers. Further improvements will be done, especially to display more
prominently certain classifications (e.g. those that have a harmonised classification and
labelling, those which are supported by a group or that have been updated in REACH
registration dssiers). Ongoing or planned improvements also relate to mentioning elements
allowing to better understand the reason for divergence (e.g. data sources REACH/CLP,
differences related impurity, grade, form). Some of these improvements are mentioned in
Table 86above (without bold) but they are not subject to this impact assessment as they
belong to the dynamic baseline.
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SCREENING AND ASSESSMENT OF THE POTENTIAL MEASURES
Economic Impact

#4 Publication of the identity of notifiers (i.e. company names and contact details) in the
CLI.

One of the policy options to address the lack of convergence aflaséifications analysed

below belongs to the measures iniyiadhvisaged by the Commission. The Commission at

the time, had proposed to systematically publicise the identity of notifiers and make them
visible to anyone consulting the C&L inventory. However, before implementing such
measure, it was decided to assesgotential impacts in order to check whether it would

be relevant to maintain the measure as planned or to modify it and if a change in the legal
provisions was necessarynter alia as ECHAvas not planning to implement thraeasure

any moreHence, hough strictly speaking one could argue that this measure belongs to the
baseline, it is analysed to check whether this is the best option to address the problem, also
in view of otherplannedme devel opments in ECHA’s tasks.

Table 88below provides an overview tfie costs linked to the measure.

Table89: Policy measure#4 Publication of the identity of notifiers (i@mpany names a

contact details) in the CLI

Impact Impact Positive or | Director | Monetised | One off or PV
Category negative indirect impacts recurrent | Annualised
impacts
Cost of
updating . - -
contact (o) Direct Negligible One off Negligible
details
Cost of
- submitting . Total cost
Ad;r:il\r:lestr (_:onfidential ) Direct o 273000 One off €18, 1
ity requests
btérd(?rr:z on Cost saving
usIness of €2,352,550
Cost of €1, 75 Recurrent (€1,747,608
navigating (+) Indirect ( £300,00 (annual) for LEs and
the CLI for LEs and €362,
€450, for SMEs)
for SMES)
Positi Increased Ad S.e.et ¢
O?Z'I\'/IOESS ability to (+) Indirect ivergg:fjéis Recurrent -
collaborate .
on Business
Sectoral
competitiv | Increased
eness, visibility of ©0) Indirect Not Recurrent i
trade and company quantified
investment | activities
flows
Public Cost of . Not
Authorities | reviewing (0) Direct quantified Recurrent i
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Table89: Policy measure#4 Publication of the identity of notifiers (i@mpany names a

contact details) in the CLI

Impact Impact Positive or | Director | Monetised | One off or PV
Category negative indirect impacts recurrent | Annualised
impacts
confidential
ity requests

Administrative Costs
Cost of updating contact details

Policy measure #4 requires notifiers of single notifications or lead notifiers of group
notifications to update their notifications with their company name and contact details.
However, these details are already included in the submission when crea@rgpaaount

and therefore no time or costs are required for the updating of the notifications.

Cost of submitting confidentiality requests

Article 77(2)(e) of REACH tasks ECHA with making the information identified in Article

119(1) and (2) in the datales) publicly available, free of charge, and over the Internet.

The same Article 77(2)(e) explicitly mentions tGkassification and Labelling Inventoty.

as one of the databases conceffied On t his basis, the Commiss
that theidentity of notifiers can be made pulBfit However, Article 77(2) also allows

notifiers to theClassification and Labelling Inventoryo have the opportunity to make
confidentiality claims if they are considered justified.

Based on discussions tite meahg of the Competent Authorities on REACH and CLP
expert group®, confidentiality requests are expected for around 1% of C&L notifications,
based on the rates of claiming confidentiality under REACH. Applying this percentage to
the number of notificationgceived via (assification and Labehgnotification (656,741),
rather than via REACH registration dossiers (94,695), this would equate to roughly 6,600
confidentiality requests. This percentage is not applied to notifications from REACH
Registration dosers because according to ECHA confidentiality claims made under
REACH Registrations would carry over to thiassification and Labelling Inventary

Under REACH, confidentiality requests must be submitted with a-sublétantiated
justification for why inbrmation should be confidential. Possible justifications fas§ifr
cation and Labellingotifications can include:

Natural person

Product and Process Oriented Research and Developpig@RD activities
Scientific R&D activities

Non-hazardous substamc

Revealing company strategic information

233 Seehttps://eurlex.europa.eu/legatontent/EN/ALL/?uri=celex%3A32006R1907

234 European Commission, 2020, 37th Meeting of Competeithdkities for REACH and CLP (CARACAL)
CA/77/2020

25 See Footnote34.

296


https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32006R1907

Revealing the formulation of products
Revealing involvement in specialty chemicals production
Breaching a nomlisclosure agreement

To provide a welsubstantiategustification, it is assumed that confidentialitgquests will

need to be individual to each substance, with limited possibility of grouping substances. The
study team for the study underlying this Staff working document coesidereasoned
estimate of the time to provide a justification to be one .h&dssuming an hourly rate of

€ 4.126 this leads to a total cost among registrantapgroximately€ Z0,000 (6,600 x
€41% = €2.71, 43

It should be noted that the number of confidentiality requests under REACH are low, partly
because of thaignificant fee for claiming confidentiald$? and partly because of the
experience companies have in that confidentiality requests are only accepted if they are well
substantiated (2@5% of confidentiality requests overall are not accepted, although the
success rate is higher for requests on company names). Therefore, there is the possibility
that the rates of claiming confidentiality may be higher fas€ification and Labelling
notifications.

Cost of navigating theClassification and Labelling Inventory

Each of the three policy measures under consideration aim to address the problem of
incorrect, diverging or obsolete information on s®#ssification in the CLI, in order to

make data in the Inventory easier to understand and use. Therefore, andelzpeefé to

the conduct of business is a reduction in the time taken by Inventory users to find the most
relevant and reliable data. The time saving is expected to be greatest amongst inexperienced
users, such as SMEs.

Based on stakeholder feedback, tidd 2 Fitness Cheék’ found 36% of manufacturers,
formulators, distributors and importers use tBRssification and Labelling Inventory

multiple times a week. On average, it was estimated that a large company spends 2 hours
per month (24 hours per year) ckieg thein ve nt or vy, w87ypdryear (baseds t o f
on an houll2g. SMastwere esttimatéddto spend half the time, and thus incur
hal f t h9850pesyear). ( € 4

The reduction in time spent using the QClassification and Labellingnventory is
dependent on the effectiveness of policy measure #4 in addressing the problem of incorrect,
diverging or obsolete information on sel&ssification in thénventory. Policy measure #4

does not have a direct impact on the improvement otctdkification in thénventory, as

it relies on companies using published contact details to collaborate. Previous initiatives
aimed at promoting collaboration have also achieved limited results. Therefore, the cost
saving is expected to be small. A sntatie saving of about 10% could be possible which
would equate t &7pe rc olsatr gea vcD@pep SMEMuliig@ying € 4

ZThe fee for c¢claiming confidentiality on legal 1ide
individual submissions for micro entgerenpearpiises See:it o €3
https://eurlex.europa.eu/legaiontent/en/TXT/HTML/?uri=CELEX:02008R03420180715&from=EN

237 Study on the regulatory fitness of the legislative framework governing the risk management of chemicals
(excludng REACH), in particular the CLP Regulation and related legislattef. Ares(2017)1390364

16/03/2017.
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these figures by the total number of large companies and SMEs gives total annual cost
saving of apprOOx€t Mt 2By 48 5, 3Ftodaige orhpanies,7 0 )
€450 (€aHx. 39, 260 =for SMBs,andal tétgl annual cost saving to all
companies of €1, 750, 000.

SMEs

The costs associated with seléssifications are often high and unaffordable to SMEs
meaning they rely on classification done by larger compamibgn they exist. If the names

of notifiers are displayed it will be easier for SMEs to contact larger compamgch

may be interesting if they have a very similar or same substancefoASMES which are

often users or importers of mixtures it is beneficial to have more certainty regarding the
hazard of the substanceghrough the fact that notifiers can more easily get into contact
with each other they will use in the mixture as thigill ease the classification of their
mixture.

Sectoral competitiveness, trade and investment flows

The additional information and transparency on the identity of notifiers is expected to aid
competitiveness of EU industry, particularly the competitiveredsSMEs. However, the
impact of the measure on its own, is expected to be weak, as its effect relies on companies
using published contact details to collaborate. Previous initiatives aimed at promoting
collaboration amongst duty holders have also pradlwesy limited results. On the other

hand it is not excluded that the measure acts as an incentive for notifiers to contact each
other and come to an agreed entry. Moreover, theragrasmento that proposed measure

by the Competent Authorities on REAC&hd CLP expert groygxcept for substances used

for product and process orientated research and develogAi0RD).

Public Authority Costs
Cost of reviewing confidentiality requests

At the 37thCompetent Authorities foREACH and CLP expert groumeeting it was
explained that there are no fees for confidentiality requests in C&L notifications, and
therefore no resources are expected for ECHA to assess the requests. Also, given the high
number of requests that are predicted, it would not be feamhbinanually assess them.
Therefore, the proposed approach was to provisionally accept all confidentiality requests
made, with possible followp actions to be agreed later, as required. IT screenings or spot
checks would be considered by ECHA as mechast® avoid or spot any misconduct. The
system to be put in place for updatintassification and Labellingiotifications, would
recommend that notifiers make confidentiality requests only where needed and would
highlight the information needed to justity request, and which types of reasons are
considered invalid. ECHA did not plan to hire additional staff if it were to perform such
tasks. Hence, the measure would require ECHA resources to be diverted from other tasks.

As the proposed measure was gengrlpported byhe Competent Authorities on REACH
and CLP expert groupnd because the legal text is not clear on that psilchh measure
would requirethe legal texto be clarified.The measure woulallow ECHA to disclose the
identity of notifiers, ether generally or upon request, subject to a duly motivated
confidentiality request by a notifier.
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A summary of the costs and benefits of poliegasuret4 are provided below.

Summary of cost and benefits of policyeasure#4
Costs- businesses

Totalone-off costs over a 2§ear period €270,000
Recurring costs every 1 year

Total recurring costs over a 3@ar period
PV of oneoff costs (20 years; 3%) €362965
PV of oneoff costs (20 years; 3%) (annualized) €18,148
PV of recurring costs (3@ars; 3%)

Total P\t costs- businesses

Costsg public authorities

Total oneoff costs over a 2§ear period
Recurring costs every 1 year

Total recurring costs over a 3@ar period
PV of oneoff costs (20 years; 3%)

PV of recurring costs (3@ars; 3%)

Total P\g costscg public authorities

Total PV cost of policypneasure#4 €362,965
Benefits (cost savingspusinesses €33,250,000
PV benefits businesses €44,698,446

Benefits (cost savingg)public authorities
PV¢ benefits¢ publicauthorities
Benefits- society

PV- benefits- society

Total OV- benefits

Net Present ValueNPV (PV benefitsPV costs) €44,335,481

A summary of the present value (3% discount) costs and benefits of policy measure #4 are
provided below.

Summary of costs and benefits (PV; 20 years; 3%) of policy measure #4 by type
Costs

Businesses Administrations Society
Direct adjustment
costs
Direct €362,965
administrative costs
Direct regulatory
fees and charges
Indirect costs

Benefits
Description | Businesses | Administrations | Society
Direct benefits
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Direct cost savings €44,698,446

Indirect benefits

#6 Require notifiers to validate/update entries in the C&L Inventory every 2 year(s)

Anothermeasure that has been considered as possibly improving the data submitted to the
Classification and Labellingiventory is to oblige notifiers to update their notification on
aregular basis, e.g. every two years. They would have to look at the ddtadrsapbmitted

before and update, correct or confirm any information from their previous notification.
However, in the view of ECHA, this would not trigger an improvementlass@ication

and Labellingnotifications usually do not need regular updates laaning permanent
updates would not allow to have a stable version ofGlessification and Labelling
Inventory.

The costs of such measure have been analysed and are provided hereinafter. The benefits
are analysed in a separate heading, together withethefits of the other options.

Impact Impact PositiveDirect |Monetised |One off or recurrenPV
Category (+); or impacts annualised
negativ indirect impacts
e ()
neutral
(0)
Administrative |Cost o|(-) Direct [Total cost dRecurrent €3,293570
burdens ochecking €4,900,000 |(biannual)
business notifications
Cost of reg(-) Direct [Total cost @ €6 DM, -
classification €10,400,000 -Oneoff €1, 39
€20,800000
Total cost ¢
€1,040,00 4Recurrenibiannwal
€2,080,000
Cost o((-) Indirect|Total cost gOneoff € 1196,440
updating an €17,900,000 - -
distributing €34,800,000 €2, 40
revised Safel Recurren{biannual
Data She Total cost of-)
(SDS) €1, 790-
€3, 480
Cost of re(-) Indirect[Total cost dOneoff €6,856,002
labelling in ling €102,000,000 -
with re- - €13,443,14
classification €200,@0,000 2
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Total cost dRecurrent
€10,200000 -|(biannua)
€ 0,000,000
Cost o _ Cost saving (¢ €12,031,61
navigating  thi(+) Indirect|€8,950000 |Recurren{annual) |2
CLI ( €30Q,000 [from year 2 ( 091923
for SMEs) for SMES)
Positions dAdditional () Indirect|See Recurrent
SMES burden o] Administrativ
SMEs e Burdens ¢ i
Business
Sectoral Impact ol(+) Indirect|Not Recurrent
competitivenesicompetitivenes guantified
, trade anls of businesse -
investment
flows
Public The reviewin((o) Direct |Not Recurrent
Authorities of C&L guantified -
notifications

Administrative Costs
Cost ofcheckingnotifications

Policy measure #6 requires notifiers to check their notification submissions to the CLI to
verify that their sekclassifications are correct and up to date. If anydaHsification is
incorrect or not up to date, either because new adequate ancerstagsitific or technical
information has become available that affects the classification, or if the notifier no longer
manufactures, imports or uses the substance which has been notified, then action will need
to be taken to update the notification. Tagtion will either involve reclassification of the
substancésee next paragrapbj removal of the notification.

This policy measure will require every notification in t@éassification and Labelling
Inventoryto be validated by the notifier or thealk notifier of a group notification and
updated if necessafyhe updating costs are presented in the next paragiaptd on the
Classification and Labelling Inventotizat was provided by ECHA for the purpose of the
study underlying this Staff Workingdgument, shows that as of 30th November 2021, there
were 751,436 notifications in the Invento§ome 13% of the overall notifications come
directly via REACH registration dossiers. REACH re@ists would then update those
94965 notifications via REACHHence they are out of the scope of measure #6 (and
measure #5 as well).

Therefore a total 0f656,741 notifications were submitted to the C&L Inventory directly
from 12,244 notifiersThe data provided by ECHA also provides a breakdown of the
number ofC&L notifications from large companied4(5,713 and SMEs 251,028. This
gives an average &4 notifications per notifierDividing these figures by the number of
large notifiers (5,931)and SME notifiers (6,313)gives an average number 68
notifications submitted by each large company4®otifications submitted by each SME.
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The 2017 Fitness Chec® of CLP estimated the average time to submit lower complexity
notifications to theClassification and Labelling Inventoryas 0.18hrs, which egtes to

roughly 11 minutes. This was consider@deasonable proxy of the time that would be

needed to validate a notification, which does not require any update. In line with the Fitness
Check, an h olul26lhgs been assumed ffor staff invalven compliance
activities. This equatdeds dwdaawwoasddHEFgetdo o s
x 54 notifications)p e r ¢ o @34 £ ¥ ., @BAotifications)per large company, and

€296 per SME( € 7 . 40 fotifigations) The total bennial cost to large companies would

be appr oJ0000B0( &Bxy59681= 2083293 , 900,000( 296X 6,313=

1,868,648 to SMEs and a totdiennialc o st t o all c¢comp &800,08 of ap
This cost is based on the assumption #iathecks confirm the existing classification.

Where a notification should be updated, costs below apply

Cost of reclassification

The 2017 Fitness Check estimates the average cost of undertagiagsiécation activities
to be €400, Dbfram inddstrystakeliokdersd bhis eskmate excludes the cost
of any associated testing.

Data on theClassification and Labelling Inventohat was provided by ECHA to the study

team for the study underlying this Staff Working Document, shows 6% 8fthe 10,000
REACH Registration dossiers that are updated each year provide a change in classification
and labelling as one of the reasons for update. The statistics rely purely on the declaration
of the registrant as regards the reason for update, as idatiad is made by ECHA to
determine whether the classification was actually changed. Therefore, there is a degree of
uncertainty in this figure.

It is assumed that a similar percentage would apply to all notifications submitted to the
Classification and Labelling Inventol$56,74) and which are not regularly updatét

1% of notified substances are alreadpdated regularly(and reclassified where
appropriate) so ly taking ths into account(3-5% minus P46), it gives an estimate of
approximately13,000- 26,000 notifications requiring relassificationeach yegrwhich

when divided by the number of companies that have subnd#dnotifications (2,249,

gives an estimate 4f06— 2.12notifications per company. This means that werage each
company would incurafel a s s i f i ¢ 4241€08n4add a totannudlcostto all
companies of 52000G00-6 0,400000( £24v€ 8€4 82,249. In the two

year period between updates proposed by this policy measure, the total cost to all companies
would bea p p r o x 116,400,000- § 0,800,000.

By taking the2-4% rangeand applying it to the number of notifications submitted by large
companieg405,713 and SMEs 251,028, this gives an estimate of approximat8/§00
16,200 notifications and5,000-10,000 notifications requiring relassification by large
companies and SMEs respectivedgch year This means that on average each large
company wouldhave 1.37-2.73 notifications requiring relassification 8,10016,200/
5,931 large companies and each SME would hav@&791.58 notifications requiring re
classification(5,006:10,000/ 6,313SMESs) andincur a reclassification costof €548-1,092
(€400 x1.372.73 a n B16632( € 4 0(d9I1:58 respectively The totalannualcosts to

238 See footnote 16.
239ECHA informed that 1% of the notified classifications are updated per year.
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l ar ge companies 32508000-a€p,p00,008(¢ Mm4LOIR2 Kk $,93E=
€3,250,188¢6,476,652anda p p r o x i210@0/0Q0-1€4,00€6000 o S MHEG632K €

6,313= 1094,908€3,989,816. In the two year period between updates proposed by this
policy measure, t he t ot al cost 6,900,00@ r g e cC O
€13, 0GG,dOd,000-€ 8, 00 for, SMES)

Cost of updating and distributing revised Safety DataeBh(SDS)

Following any reclassifications, companies will be required to update and distribute revised
Safety Data Shedb reflect the new classification. The 20&ifness Check estimated an
average <cost of €250 per substance or mi Xt
classification. SDS help ensure that those who use chemicals in the workplace use them
safely without risk of harm to users or the environmentlyG:ompanies supplying
hazardous substances and mixtures to other companies (downstream users, distributors) are
required to provide a SDS, meaning that not all notifiers whdassify their substances

will have to produce a revised SDS. Therefore, @npyoportion of notifications requiring
re-classification will also require a subsequent revised SDS. A recent economic analysis of
the Impacts of the Chemicals Strategy for Sustainaffilifgund that just over a quarter of

the products identified in the@ata gathering exercise had an industrial end use and were
classified under the following hazard classes: CMR, PBT, vPvB. EDC, respiratory
sensitisation, STOT RE, STOT SE, skin sensitisation, aquatic chronic toxicity,
immunotoxicity, or neurotoxicity. Altbugh this does not include products classified under

all hazard classes, and includes products classified under some hazard classes not currently
under CLP, this sample is considered large enough to be representative of the end uses of
all hazardous prodtg This means that approximatéy250 — 6,500 of the reclassified
substances would require an SBffereach yeaf2,025- 4,050 for large companies and
1,250- 2,500 for SMES) which would 1 ead 66&25-£€13250 s t per
€85.63-€17063per 1 ar ge dD3BEWa5per SMEn(tieseccalculations take

the average number of notifications per company / large company / SME requiring
reclassifications presented in the paragraph above, divide by four and multiple by the unit

¢ o s t250pdr SES)SDS may also need an update for mixtures containing the reclassified
substances, where the substance concentration in the mixture would be above the general
concentration limit. Such limits vary by several order of magnitlideas estimatedrom

Annex 8 that for each substance, 11 mixtures are manufactured. To test the variability,
frequencies of updates of mixture SDS 10, 30 and 50% were used, though these figures
contain uncertainties. Thigjives total annualc o s t s of a BPA00& 1 mat el y
€17,900,000(3,2506,500x €250x 1) f or a1l 1 b,e0OG& I £ s | (260250 0 0
—4,050 x €23H601 ar gd) cIaMG0ooHkhE6,900,000%k 20 2,600 x

€250 for SMHEs)In the two year period between updates proposethisypolicy
measure, the total cost to all companies wouladproximately¥17,900,000- €35,800,00Q

€11, 20662 D.,0D Godarge Gompanieande 6 , 8§ 06,1080 B God SMES. 0

Cost of relabelling in line with re-classification

To ensure thatustomers receive information on hazards, suppliers of substances and
mixtures should ensure that they are labelled in accordance with the classification derived

240 Cefic, Economic Analysis of the Impacts of the Chemicals Strategy for SustainabRityase 1 Repart
2021.
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for each substance and mixture. CLP labels must include hazard pictograms, hazard and
precautonary statements, and signal words derived from a hazard classification. Therefore,
a change in classification will require a change in labelling to ensure compliance with
labelling provisions under the CLP Regulation and accurate communication of hazard
information to users of substances.

Labels are the only tool for direct communication to consumers, but they may also serve to
draw the attention of workers to the more comprehensive information on substances or
mixtures provided in safety data sheets (pO%belling applies to all substances and
mixtures, with the exception of those substances used exclusively in products that are
exempt from CLP, such as cosmetics. It is not known what percentage of substances in the
Classification and Labelling Inventpare exempt, but the proportion is considered to be a
minority, so for the purposes of this analysis all notifications that are updated with revised
classifications are assumed to require subsequelabeding.However, as mentioned
previouslyone quarmr of substances are assumed to be supplied to industrial uses and
therefore would not need consumer labelling.

The 2017 Fitness Chedk estimated the average cost oflra bel 1 i ng to be ¢
substance and ASsdming 75p@f notificaiiorstragquiring relassification

each yeawould result in relabelling, would equate 3¢/50- 19,500(13,000- 26,000*

0.79 for all companies6,000— 12,000(8,10016,200* 0.75) for large companiesand

3,750 - 7,500 (5,000 - 10,000 * 0.B) for SMEs. Again, assuming 11 mixtures are
manufactured for each substance, this would equatnmoial costs 0€51,000,000-

€100,000000 for all companies€ 3 1, 4 0-0€,6020,07 00, 000 f or lar ge
€19, 6 0-89,2000000 for SME$* In thetwo year period between updates proposed

by this policy measure, the tot alO200000 to al
- €20000Q 0 0 62,800,800— €12540 0, 000 for 1 ar B382000@mp ani e s .
€78,400,000 for SMEs.

Cost ofnavigatingthe Classification and Labelling Inventory

Each of the three policy measures under consideration aim to address the problem of
incorrect, diverging or obsolete information on s@#ssification in theClassifiation and
Labelling Inventory in order tomake data in the Inventory easier to understand and use.
Therefore, an expected benefit to the conduct of business is a reduction in the time taken by
Inventory users to find the most relevant and reliable data. The time saving is expected to
be greatestraongst inexperienced users, such as SMEs.

Based on stakeholder feedback, the 2017 Fitness Check found 36% of manufacturers,
formulators, distributors and importers use tBRssification and Labelling Inventory

multiple times a week. On average, it wasneated that a large company spends 2 hours

per month (24 hours per year )87pdiycarkbasedg t he
on an hourll2g. SMastwere esttimat€ddto spend half the time, and thus incur
half t h9850pesyearf*3( € 4

241 See Footnote 16.
242 See Footnot@37.
243 See Footnot@37.
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The reduction in time spent using tGéssification and Labelling Inventory dependent

on the effectiveness of policy measure #6 in addressing the problem of incorrect, diverging

or obsolete information on setfassification in thénventory Howeve, if policy measure

#6 led to users of thmventory spending half the time navigating tireventory due to
improvementsinself 1 assi fications, this 498&0Gpériargees quat e
company 6&5pdr SME Multiplying these figusby the total number of large
companies and SMEs gi ve $6690,000 fol large compamieso f a p p
€B00, 000 for SMEs ,8959,0d. a t ot al cost of €

Total administrative burden on businesses

Policy measure #6 foresees thatifications should be reviewed and updated every 2 years.
After the first review, the subsequent reviews are expected to incur smaller recurring costs.
This is because significantly fewer reclassifications, and subsequdgibetkng and
provision of uglatedsafety data sheewill be required in following reviews, and most are
expected to have been performed during the first review. The total cost for the fiysawo
review [A25840,000-€26%50@00c e nt r al 226G000mviichds the € 5
combined total of the following costs:

cost of validating/updating notification&4,90Q000

costofrec 1 a s s i f10,40000t 620;800,0@0

costofrel a b e 11D2000,€00- €200,000,000
costof providing updated SDS:€17,900,000-€ 3 5 ,,0900 0

The total annual recurring cost of subsequentye@r review periods are expected to be

the same as the cost of reviewing notifications plus the cost of reclassifying a small number
of substances. It is assumed that only 10% of the number of sudsstdrat required
reclassification the first time would require reclassification during subsequent reviews.
Therefore, the total annual recurring cost of subsequenty®ap review periods is
€17,930,000- €30,560,00Q which is the combined total of the lfmlving costs:

cost of validating/updating notification&4,90Q000

costofrec 1 a s s i f D40,800-€ @8O;000€ 1 ,

costofrel a b e 110,200,000- €28,000000
costof providing updated SDS:€1,790,000- €3,580,000

The cost of time saved navigating t@éassification and Labelling Inventomyould be
realised every year, and is expected to remain the, gg@nding the&% discount rate.

Assuming the obligation under policy measure #6 occurs every 2 years, tijestataing
costwith a discount rate of 3%343284,062(central estimate), where the savings from
navigating the 2C685690%discoudtrate@%)al t o €

It needs to be noted however, that, legally speaking, companies are required tohgndate t
notifications and wbhbemuna cdeé¢ei t Do ECHA ¢ hang
and labelling of the substance has beentaken Ar t i cl e 40(2) of CLP).
with the update need therefore to take into account the obligation atiieérs have

currently to update their notification when, following a new evaluation of data, they have
decided to change the classification. Any subsequent cost triggered by such updating
obligation, in terms of r@otification, reclassification and rabelling should not only be
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attributed to the obligation to update every two years but also to the existing updating
obligation.

For measure #5- swift Classification and Labelling Inventorypdate, the same type of
costs would apply but only to 4% abtified substances were new data are available as
described above. 1% of the notified substancesaleadyregularly updated (and +e
classified where appropriate). The st measure #arethose of measure #6 without the
notification check for 97% othe notified substancdse the cosbf validation/updating
notifications is avoided)Therefore, thec e nt r a | e2¢ 71412668 The saviegs €
would be the same as for measure #6.

SMEs

The average number of notifications per SMB) (s not mucHess than the average number

of notifications per large compangg). Therefore, there is only a small difference between

the cost estimates per company presented above for SMEs and large enterprises.
Considering the substantial differences in the profiSMEs and large companies, the costs

of policy measure #6 will be disproportionately felt amongst SMEs. This in turn may
negatively impact the competitiveness of SMEs.

Conversely, SMEs rely on public information sources such as the CLI more heavily than
larger companies, and therefore improved access to information will benefit the smaller
companies more compared to larger companies. Under policy measure #6 SMEs could see
a reduction in compliance costs and a subsequent increase in their competifivéhess
long-term.

Sectoral competitiveness, trade and investment flows

The updating and reviewing of notifications aims to harmonise classifications and improve
the quality of the CLI data, which in turn will benefit all businesses and increase
competitveness, especially SMEs who rely on public information sources such as the
Classification and Labelling Inventomgore heavily than larger companies. However, in
the shoriterm the competitiveness of SMEs may be hindered due to the additional burden
for smaller companies when reviewing and updating their-daffsifications. A weak
positive impact is expected.

Public Authority Costs
Cost of reviewing C&L notifications

Based on discussions heldla¢ Competent Authorities for REACH@&EGLP expert group

on the redesign of the CLI, it was stated that ECHA does not have enough available
resources for manual screening of C&L data or contacting notifiers. Therefore, they rely on
automated IT screening of obvious internally inconsistent data. DiscussioeehdfCHA

and the study team revealed that although ECHA would not be checking new notifications,

their submission would represent an additional administrative burden to process the
notifications (more submissions lead to more company support (techeigalatory) as

well as more IT incidenjs ECHA and the Commission are not planning to hire any
additional staff for these tasks so this policy measure would result in resources being shifted
away from other priorities. This shift of resources may impadfABC s ot her act i vi
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example the redesigning of the CLI. As no increase in staffing levels is expected, the
employment costs to ECHA of reviewing C&L notifications will be negligible, however the
impact to the organisation and other activities can@dignificant.

A summary of the costs and benefits of polegasuret6 are provided below.

Summary of cost and benefits of policyeasure#6
Costs- businesses

Total oneoff costs over a 2§ear period €130,200,000¢
€256,60Q000 (midestimate:
€193,40Q000)

Recurring costs every 1 year €8,960000¢ €15,28Q000
(mid-estimate:€12,120,000

Total recurring costs over a 3@ar period €166,18Q000¢

€279,94Q000 (midestimate:
€223,060000)
PV of oneoff costs (20 years; 3%) €175,029,703;
€344,951,01mid-estimate:
€259,990,35Y

PV of oneoff costs (20 years; 3%) (annualized) €8,751,485c €17,247,551
(mid-estimate:€12,999,518
PV of recurring costs (20 years; 3%) €223,398,126;

€376,327,304mid-estimate
€299,862,71%
Total P\k costs- businesses €398,427,82&;
€721,278,319mid-estimate:
€559,853,072

Costsg public authorities
Total oneoff costs over a 2§ear period -
Recurring costs every 1 year -
Total recurring costs over a 3@ar period -
PV of oneoff costs (20 years3%) -
PV of recurring costs (20 years; 3%) -
Total P\g costscg public authorities -
Total PV cost of policyneasure#6 €398,427,828;
€721,278,315 (mid
estimate: €559,853,072)
Benefits (cost savingspusinesses €161,100,000

PV benefits businesses €216,569,010

Benefits (cost savingg)public authorities -
PV¢ benefits¢ public authorities -
Benefits- society -
PV- benefits- society -
Total O+ benefits -

307



Net Present ValueNPV (PV benefitsPV costs) €181,858,81&;
€504,709,309mid-estimate:
€343,284,062

A summary of the present value (3% discount) costs and benefits of policy measure #6 are
provided below.

Summary of costs and benefits (PV; 20 years; 3%) of policy measure #6 by type

Costs
Businesses Administrations Society
Direct adjustment
costs ] ) )
Direct €6,587,139 - -

administrative costs
Direct regulatory - - -
fees and charges
Indirect costs €332,556,43%; - -
€655,406,92qmid-
estimatee493981,679

Benefits
Description | Businesses | Administrations | Society
Direct benefits
Direct cost savings | €216,569,010 | - | -

#3 Require notifiers with classifications that diverge from the entry agreed by most
notifiers to update their notifications with a justification for any divergence

Another measure that coubd useful for notifiers to understand the reason for divergence
in the classification and labelling information would be to require notifiers with
classifications that diverge from the entry agreed by most notifiers to update their
notifications with a jstification for any divergence. The update would be a one off measure.
This measure will be eased by EGCHeohgng pl ann
to the baseline i.e. to improve the visibility of the reason for divergence with the
information currently available in the C&L inventory. This reason for divergence is
however not always known to the notifier: it might be in case the reason is e.g. impurity,
additive or form). When the reason is something else (underlying data or interpretation of
data), the notifier will not be able to provide such a reason as they would need to know the
details of how others derived their classifications.
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Impact Category [[mpact Positive |Direct or[Monetised One off onPV
or indirect [impacts recurrent [annualised
negative impacts
Cost 0 Total cost d €120, 9
jdu_stlfyl_ng () Direct € 1BQ0,000 One off
iverging across a
notifications notifiers
Total cost g 349,522 -
Cost of re 65,200,000 €699
Classification | Indirect € 1 0, 40 0[One off (mid- oint:
(mid-point  of s 2'0 i
€7,000,0000 ’
Cost 0
Administrative  [updating an 'é’gtg(l)o ggcs)t g €598,220 -
burdens —orfdistributing | Indirect 17,900,000 [Oneoff [1:203161
business revised Safe] (mid-point  of (mid-point of
Data  She 13 400,000 €900,690
(SDS) T
Cost of re Total cost g €3, 428
labelling in liné _ [£51,000,000 6. 7
Wwith re(') Indirect €100,000000 (One off (mid-, oint of
_ (mid-point ~ of P
classification €75 500000 €5, 074
Cost o Cost saving (Recurrent €12, 03
. : €8,950,000 (annual)
navigating thj(+) Direct (€3, 009
CLI ( €3DQ,000 foffrom yeak . SMEs)
SMES) 2
Positions o|Operation ¢ . .
SMEs SMEs (0) Indirect [Not quantified [Recurrent -
Sectoral Additional
competitiveness, mfo_rmatlon anw(+) Indirect [Not quantified [Recurrent -
trade andclarity on self
investment flows [classifications
Public Cost 0
Authorities reviewing C&L|(0) Indirect [Not quantified [Recurrent -
notifications

Administrative Costs
Cost ofjustifying diverging notifications

Policy measure #3 requires notifiers that have classifications which differ from the
consensus classification, to update their notifications with a justification for the divergence
or remove the notification if it divegg because it is incorrect. Possible reasons for
divergence include:

Different hazardous impurities, additivesiogredients might be present;
Properties such as the physical form, the pHfldgh point might be different;
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Suppliers need to interprdid data from scientific studies when they classify a chemical,
and different suppliers might reach a different conclusion, which is sometimes justifiable.

Data on theClassification and Labelling Inventorythat was provided by ECHA to the
study team of the study underlying this Staff Working Document, shows the level of
divergence in thenventory. 21.61% of substances have more than one classification which
equates to 68.9% (517,739) of notifications. Astimate of 5 minutes to provide a
justification has been assumed by the study team. This is the case when the legitimate
reasons for divergence in classifications are well known and it would not be necessary to
provide a lengthy explanation. At a recernttext meetingf the Competent Authorities for
REACH and CLP’, ECHA mentionedthat they already hold data on this, such as the
presence of impurities / additives, physical states, and hydrated forms, although it is not
published in the public CEt4 Therefore, a significant number of notifications that diverge
may not require any review, and therefore no administrative cost will be incurred.

The maximum total cost of justifying divergence is calculated toajperoximately

€ 1B00,000hased on all thB17,739 notifications requiring justification, a time estimate of

5 minutes, a nd 1.426 Datacon thd numberoftnetifiees fromeéwhich the
517,739 diverging notifications were submitted was not available, so an average cost per
company wasot able to be reliably calculated.

The aim of the planned-design of th&Classification and Labelling Inventoiyto provide
clarity on data held in thénventory, which will include publishing the reason for
divergence. Therefore, providing infortiean that justifies a diverging classification may
become a very efficient tickox exercise representing a negligible administrative burden to
notifiers. In discussions with the study team in charge of the study underlying this Staff
working document, ECHA has also highlighted that they already hold information on
physical form and impurities, so for those notifiers that have already provided this
information, no action from them would be required.

Cost of reclassification

As explained previously, arod2-4% (mid-point of 3%) of C&L notifications are expected

to require reclassification each year, which gives an estimate of justI®/@00- 26,000

notifications. Based on estimates from the Fitness Chthat the average cost of
undertakingreclasst i cation activities 1s €400, this g
€5,20Q000- €10,400,000 (midp o i n ¥,80@000).Kowever, it should be noted that if

only 1% of notifications are being updated regulathgre may be a greater percentage of
natifications that would require relassification.

Although only a proportion of notifications will require review under this policy measure,
it is expected that the estimat&8,000— 26,000notifications requiring relassification
would come from this subset of notifications.

Cost of updating and distributing revised Safety Data Sheet (SDS)

244 ECHA publish the fact that aadsification is indicated to depend on an impurity/additive. It is assumed
that companies systematically indicate this when notifying.
245See Footnot@37.
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Following any reclassifications, companies will be required to update and distribute revised

SDS b reflect the new classification. The 2017 Fitness Check estimated an average cost of
€250 per substance osafety mlatax sheetue to @ fchangeida t i n g
classification Safety data sheekelp ensure that those who use chemicals use thety safe

without risk of harm to users or the environm&itAccording to Article 31 of REACH,

only companies supplying hazar dodefinedasbst anc
downstream users or distributors (Article 3 (34) of REACWIll be required tosupply

SDS, meaning that not all notifiers whaedalassify their substances will have to produce a

revised SDS. Therefore, only a proportion of 1B®00- 26,000 notifications requiring re
classification will also require a subsequent revised SDS. Atrecenomic analysis of the

Impacts of the Chemicals Strategy for SustainaBfiitipund that just over a quarter of the

products identified in the data gathering exercise had an industrial end use and were
classified under the following hazard classes: CMHT, vPvB. EDC, respiratory
sensitisation, STOT RE, STOT SE, skin sensitisation, aquatic chronic toxicity,
immunotoxicity, or neurotoxicity. Although this does not include products classified under

all hazard classé¥ and includes products classifiedden some hazard classes not
currently under CLP*, it is considered large enough to be representative of the end uses of

all hazardous products. This means that approximai2s0- 6,500 of thel3,000- 26,000

re-classified substances would requirsadey data sheetach yegrwhich would lead to a

cost per 6602brfd 3 P .86.88,€€1€7 Operdadge company n d9.38-

€ 9.8 per SMEThis gives totabnnualc o s t s of appr oxf ma,ted @, EB®Q ©
(32566, 500 x €25®o0ompalnli)e sf,o-€€15,1 A0000,, 0604050 2, 02 5
€250 x 11) for large-€69 ®PHn 0620, 5(0d0n &5 O€32, 5400 0x,
for SMEs.

Cost of relabelling in line with re-classification

To ensure that customers receive information oratusz suppliers of substances and
mixtures should ensure that they are labelled in accordance with the classification derived
for each substance and mixture. CLP labels must include hazard pictograms, hazard and
precautionary statements, and signal woetsvdd from a hazard classification. Therefore,

a change in classification will require a change in labelling to ensure compliance with
labelling provisions under the CLP Regulation and accurate communication of hazard
information to customers.

Labels arghe only direct tool for communication to consumers, but they may also serve to
draw the attention of workers to the more comprehensive information on substances or
mixtures provided in safety data sheets (SDS). Labelling applies to all substances and
mixtures, with the exception of those substances used exclusively in products that are
exempt from CLP, such as cosmetics. It is not known what percentage of substances in the
Classification and Labelling Inventoare exempt, but the proportion is considdiete a
minority, so for the purposes of this analysis all notifications that are updated with revised
classifications are assumed to require subsequdabeding.

246 See Footnot@37.

247 See Footnot@40.

248 According to Article 31(a) of REACH a SDS is required for all substances and mixtures meeting the CLP
criteria for classification as hazardous.

2499EDs, PBTs e.g.
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The Fitness Check of CLP estimated the average cost-lofard e 1 1 i ng t o be ¢
sub$ ance and € 4ABsumingd5% ofmotifidations ¢equiring-otassification

each year would result in relabelling, would equate to 9,759,500 (13,000- 26,000 *

0.75) for all companies, 6,00012,000 (8,10€16,200 * 0.75) for large companjesnd

3,750 - 7,500 (5,000- 10,000 * 0.75) for SMEs. Again, assuming 11 mixtures are
manufactured for each substance, t hts wo ul
€100, 000, 00O for al L€EEeDdD Mp@ath,i @G Q €31, #06g060
€ 1,600,000~ 39,200,000 for SMEs.

Cost of navigating theClassification and Labelling Inventory

Each of the three policy measures under consideration aim to address the problem of
incorrect, diverging or obsolete information on s##ssification in the CL. in order to

make data in the Inventory easier to understand and use. Therefore, an expected benefit to
the conduct of business is a reduction in the time taken by Inventory users to find the most
relevant and reliable data. The time saving is expeotbd greatest amongst inexperienced
users, such as SMEs.

Based on stakeholder feedback, the 2017 Fitness Check found 36% of manufacturers,
formulators, distributors and importers use tBRssification and Labelling Inventory

multiple times a week. On arage, it was estimated that a large company spends 2 hours
per month (24 hours per year )987pdiyecarkbasedg t he
on an hourll2g. SMastwere esttimatéddto spend half the time, and thus incur
hal f t h98.50pes year). ( € 4

The reduction in time spent using the CLI is dependent on the effectiveness of policy
measure #3 in addressing the problem of incorrect, diverging or obsolete information on
self-classification in the CLI. It is expected that measure #3have a positive impact on

reducing the number of diverging classifications and improving transparency on the
remaining divergence. Therefore, it is realistic to expect that policy measure #3 could lead

to users of the CLI to spend half the time navigathe CLI due to improvements in self
classifications, this 49860td ¢tgqugete246.bpa nyo ot
per SME. Multiplying these figures by the total number of large companies and SMEs gives
total costs o060 dPPr doir md ta e BOGOO&Tar,BNMES, madas |, €2,
total 89%O00. of €

Total administrative burden on businesses

The totaloneoffa d mi ni strative cost of p63I2c§2mMe@BGMT
(cost of providing justifications + cost of reclassification + cost of relabelling + cost of
providing SDS). The recurring cost would apply to new notifications and therefore this cost

is expected to be budgeted into the cost of preparing new notifications. However, the cost

of time saved navigating tli&assification and Labelling Inventomyould be realised every

year, which needs to be factored into the recurring cost, which equa®&98Q000.

As in the case of the {yearly umlates measure described abovejeeds to be noted

however, that, legally speaking, companies are required to update their notifications and
communicatewhenECHAdE®ec.i si on tiomandlahelingef ¢ he ¢
the substance has beentaken( Ar t i cl e 40(2) of CLP). The c¢c
need therefore to take into account the obligation that notifiers have currently to update their
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notification when, following a new evaluatior data— e.g. because they become aware

that they have to relassify because they had not duly taken into account an impthigy

have decided to change the classification. Any subsequent cost triggered by such updating
obligation, in terms of r@otification, reclassification and Habelling should not only be
attributed to the obligation to update in order to display the reason for divergence more
clearly but also to the existing updating obligation.

Position of SMEs
Operation of SMEs

Informationon the number of diverging classifications per SME and large enterprise was
not available. However, assuming a similar distribution amongst SMEs and large enterprises
as was observed in the whole dataset ofGlessification and Labelling Inventgryhe
average number of diverging notifications per SME can be expected to be not much smaller
than the average number of diverging notifications per large enterprise. Therefore, only a
small difference between the cost incurred for SMEs and large enterpriseseisted.
Considering the substantial differences in the profits of SMEs and large companies, the costs
of policy measure #3 would be disproportionately felt amongst SMEs, which in turn may
negatively impact the competitiveness of SMEs.

Conversely, SMEgely on public information sources such as tbessification and
Labelling Inventorymore heavily than larger companies, and therefore improved access to
information will benefit the smaller companies significantly compared to larger companies.
Under poicy measure #3 SMEs could see a reduction in compliance costs and a subsequent
increase in their competitiveness in the kagn. Due to both the positive and negative
impacts, overall a limited impact is expected.

Sectoral competitiveness, trade and irestment flows

The obligation to review and justify diverging classifications aims to improve the
harmonisation of classifications and improve the quality o€flassification and Labelling
Inventory data, which in turn will benefit all businesses andrease competitiveness,
especially SMEs who rely on public information sources such a€msification and
Labelling Inventorymore heavily than larger companies. However, in the gbaori the
competitiveness of SMEs may be hindered due to the additiomden felt by smaller
companies when reviewing and updating their-skd§sifications. A weak positive impact

is expected.

Public Authority Costs
Cost of reviewing C&L notifications

Discussions between ECHA and the study team in charge of theustdeslying this Staff
working document revealed that ECHA would not have sufficient resources to do manual
screening of @ssification and Labellinglata. IT screening would be more feasible, but
would also cost resources as such screening results waddollow-up to generate any
effect.
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ECHA and the Commission have not planned to hire any additional staff for this task, so

this policy measure would result in resources being shifted away from other priorities. As

no increase in staffing levels expected, the employment costs to ECHA of reviewing
Classificationand Labelling ot i fi cations will be negligible
expected to be impacted.

It is envisaged that an additional field would be added to IUCLID (format used tor bo
C&L notification and REACH registration) to allow notifiers to provide their justifications.

In discussions with the study team of the study performed for the purposes of this Staff
Working Document, ECHA highlighted that this would not represent dfisant cost.

Environmental Impacts

Each of the three policy measures under consideration aims to improve the accuracy,
transparency, and easéuse of information in the CLI. Each measure is therefore expected
to result in similar environmental and hamhealth impacts although their magnitude is
expected to differ based on their effectiveness.

Improvements in theClassification and Labelling Inventorywill enhance the
communication of hazard information to consumers, professional users and industrial
workers via the inventory, which will allow them to make better decisions on how they use
hazardous substances. An increase in the accuracy-afasdffications will also feed into

the accurate labelling of hazardous substances and mixtures suppliehstomers,
professional users and industrial workers. This is expected to have a positive impact on the
appropriateness of risk management and waste disposal measures in the workplace, thus
leading to improved environmental protectionThis would be expéed to positively

reduce pollution affecting aquatic species, surface and ground water and land
contamination.

More accurate labelling of consumer products may also reduce sales of environmentally
harmful chemicals to consumers, as better informationemilbower consumers to make
more informed decisions on their product purchases. Knowing the true hazards of
environmentally harmful chemicals might deter consumers from purchasing them in favour
of less harmful alternatives.

The environmental benefits frotihe policy measures are indirect impacts as more accurate
information on classification does not automatically lead to improved environmental
protection. Subsequent action onlabelling products and introducing workplace safety
measures are required fany benefit to be realised. Therefore, it is not possible to
accurately quantify the scale of the environmental benefits from each policy measure.
However, the positive impact is expected to be weak for both policy measure #6 and #3 due
to the indirect nture of any improvements to environmental protection. Policy measure #4
is also expected to have a limited impact as publication of notifier details relies on
subsequent collaboration amongst duty holders and previous initiatives aimed at promoting
collabaation have had limited results.

However, thdact thatthe positive impact on the environment of each of these measures
itselfis expected to be low shouldt constitute a sufficient reastor themnot be pursued,
as in fact the exact benefits amknown in view of the uncertainty of the further measures
they need to be combined with.
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Table92: Environmental impacts \

Impact Category Impact Positive |Direct or|One off on
or indirect [recurrent
negative

The likelihood or scale ollmpact on environmeni(+) Indirect |Recurrent

environmental and climateprotection

risks

Social impacts

The measures under consideration aim to reduce the level of divergence and improve the
transparency of information in tl@assification and Labelling Inventarizach measure is
therefore expected to have the same human / social impacts, although their magnitude is
expected to differ based on the effectiveness of each policy measure.

Table93: Socialimpacts

Impact Impact Positive |Direct [One off of
Category or or recurrent
negative (indirect
Employment ) , ,
Impact on industry jobs (+) Indirect [One off
Impact on public authority jobs (0) Indirect [One off
Consumers an(
households Impacton consumer awareness (+) Indirect [Recurrent
Innovation . _ ,
Impact on innovation (+) Indirect [Recurrent
Public health
and safety an¢mpact on protection of human healt|(+) Indirect [Recurrent
health systems
\Working

conditions, job
standards and
quality

Impact on worker protection (+) Indirect [Recurrent

Employment
Impact on industry jobs

Companies with a large number of sdHissifications may have to increase their number of
regulatory staff to accommodate the additional regulatarsden. However, the cost
estimates of each policy measure are not significant enough to cause any discontinuation of
business, and therefore each policy measure is expected to have a weakly positive impact
on the levels of employment within the EU cherhszector. In addition, the impacts of the
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policy measures by themselves are not large enough to predict to what extent substitution
of hazardous substances with less harmful {mmrardous) substances will take place.
Policy measures #6 and #3 involve thest significant economic costs and are expected to
have the most positive impacts on employment.

Impact on public authority jobs

Based on discussion between ECHA and the study team of the study underlying this Staff
Working Document, no increase in $tafithin ECHA is foreseen under any of the policy
measures. Therefore, based on this assumption, all policy measures will have no
impactHowever, the measures is expected to hav
- in particular to keep the old dissamation platform operational and in parallel rebuild a

new dissemination platformand hence may require shifting of priorities.

Consumers and households
Impact on consumer awareness

Information on sekclassifications in the I@ssification and Labellingnventoryis used by
downstream users to complete their labelling obligations under the CLP Regulation for
products they place on the market. Improvements in the accuracy and clarity-of self
classifications in thenventory is therefore expected to impeathe accuracy of labelling
elements of consumer products (provided they are not excluded from the scope of CLP in
accordance with Article 1(5) of CLP and the product specific legislation does not refer to
CLP labelling provisions). This will ensure consensare correctly informed on the hazards
associated with a product and can make antie@med decisions on product purchases.

Making the identity of the notifiers publie subject to duly motivated confidentiality
requests will increase transparency.

Innovation
Impact on innovation

A vast and credible data set of hazard information will provide industry with useful
information to guide their innovation and the confidence to make innovation decisions
without having to conduct expensive research intgrnA weakly positive impact on
innovation is expected.

Public health and safety and health systems
Impact on protection of human health

Improvements in the accuracy of classifications will lead to the use of improved consumer
product labels and thusillvensure that consumers are correctly informed on the hazards
associated with the products they purchase. This is expected to lead to the safer use, storage,
and disposal of chemical products, thus resulting in improvements in the protection of
human helth.

In addition, the enhanced accuracy of the information in thes@ication and Labelling
Inventorywill be used by poison centres to provide more valuable medical advice. When
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notifying mixtures to poison centres, notifiers must include the cieasdn of each

substance within the composition. Often, formulators rely on the information and
classifications provided by the substances’
same substance can provide differing classifications, which cdrelvegult of impurities

within the substance, differing access to data, or lack of agreement-ctassification. In

these cases, 1t 1s difficul't for the notifi1 ¢
practice is to advise notifiers to dpack to their suppliers to reconcile these differences.
However, this is unlikely to be a practical solution and can be time consuming.

These conflicting classifications for identical substances could result in inconsistent medical
advice given for expase incidents involving the same substance(s), within the same
Member State or across Member States. For example, two product notifications that have
identical formulations (except minor concentration differences) submitted by two different
companies, codlresult in a poison centre advising specific medical advice for one product

and not for the other, based on diverging c
formulation. Therefore by improving the data in @lassification and Labelling Invéary,

poison centres can use the inventory to resolve these differences and deliver consistent and
reliable medical advice.

The human health benefits from the policy measures are indirect impacts as more accurate
information on classification does nottaonatically lead to improved protection for human
health. Subsequent action onlabelling products and introducing workplace safety
measures are required for any benefit to be realised. Therefore, it is not possible to
accurately quantify the scale ofetthuman health benefits from each policy measure. The
positive impact is nevertheless expected to be weak. Policy measure #4 is expected to have
a limited impact in itself as publication of notifier details relies on subsequent collaboration
amongst duty dlders and previous initiatives aimed at promoting collaboration have had
limited resultsHowever, it is expected to still have a positive impact if combined with
collaboration.

Impact on worker health

Improvements in the accuracy and clarity of -®#dfssifications in th&lassification and
Labelling Inventory are also expected to improve the accuracy of labelling elements of
chemicals supplied to industrial and professional users. This may lead to more appropriate
risk management measures being impletee in the workplace, leading to greater
protection of worker health.

However, it is not because the positive impact on human health of each of the measures on
its own is weak that it should not be pursued, because the exact benefits are unknown in
view of the uncertainty of the further measures they need to be combined with.

Transparency

Making the identity of notifiers public will have a certain benefit for transparency. However
that impact will be limited as there are around 10 million companies igrthugps (not all
different companies still associated with notifi substances), whereas only T#®D,000
notifier names would become pubilic.
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It will also allow aligning with substances registered under REA@H which the names
of the registrants anqgublic, subject to duly motivated confidentiality requests.

There were several reasons which drove ECHA, supported by the Commission, to make the
registrant’s na meigtergiaas it wagjustifieddyrefereRde o Arkicle
119(2) (d) of FEACH according to which ECHA should give access to any information
included in the Safety Data Sheet (SBSyubject to a duly motivated confidentiality request

— which SDS includes the name of registrants. The objective of REACH regarding
transparency wit regard to risks and hazards of substances and industry responsibility in
managing such risks also justified such interpretation. That transparency objective fits with
the access to environmental information under the Aarhus Convention, which encompasses
information of an administrative nature.

To be noted that Article 77(2) of REACH wh
establishing and maintaining REACH and CLP databases, refers to Article 119(1) and (2)

of REACH regarding the obligation to make infation of these databases publicly

available. This supports that a parallel measure to REACH would be implemented. Recital

58 of CLP confirms that information provided for the CLI and under REACH should benefit

from the same degree of accessibility andqution of information.

A summary of the costs and benefits of policy option #3 are provided below.

Summary of cost and benefits of policy option #3
Costs- businesses
Total oneoff costs over a 2§ear period

€66,900,000- €130,10Q000
(mid-estimate:€98,50Q000)

Recurring costs every 1 year
Total recurring costs over a 3@ar period
PV of oneoff costs (20 years; 3%)

€89,314,851- €174 275,506
(mid-estimate:
€131,795,178
€4,496,731-€8,744,764
(mid-estimate:€6,620,747
PV of recurring costs (20 years; 3%) -
Total P\t costs- businesses -
Costsg public authorities
Total oneoff costs over a 2§ear period -
Recurring costs every 1 year -
Total recurring costs over a 2@ar period -
PVof one-off costs (20 years; 3%) -
PV of recurring costs (20 years; 3%) -
Total P\g costsc public authorities -
Total PV cost of policy option #3 €89,314,851-€174,275,506
(mid-estimate:
€131,795,178)

PV of oneoff costs (20 years; 3%) (annualized)

Benefits (cost savingspusinesses

€161,100,000

PV benefits businesses

€216,569,010
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Benefits (cost savingg)public authorities -
PV¢ benefits¢ public authorities -
Benefits- society -
PV- benefits- society -
Total OV- benefits -

Net Present ValueNPV (PV benefitsPVcosts) €41,673,73% €126,634,393
(mid-estimate:€84,154,066

A summary of the present value (3% discount) costs and benefits of policy measure #3 are
provided below.

Summary of costs and benefits (PV; 20 years; 3%) of policy measure #3 by type
Costs

Businesses Administrations Society
Direct adjustment
costs ) ) ]
Direct €2,419,765 - -
administrative costs
Direct regulatory - - -
fees and charges
Indirect costs €89,314851¢ - -

€174,275,50@mid-
estimate:
€131,795,178
Benefits
Description | Businesses | Administrations | Society
Direct benefits

Direct cost savings | €216,569,010 | - | -

Stakeholder Opinions

#6 Require notifiers to validate/update entries in thdas&sification and Labelling
Inventory every 2 year(s)

Of the stakeholders that responded to policy measure #6 one Trade Association was
supportive in suggesting a general improvement in creating a legal obligation to delete
inactive entries, for example aftef32years of inactivity. However a public authgrélso

noted that under the proposed policy measure #6 there would be significant time and cost
investment required from individual members of group submissions, which the public
authority has suggested is responsible for the majority of notifications ©©&L inventory.

The requirement for group members to take a
restart of the inventory?”. Furthermore a Pu
Authority have indicated that from their experience regularaupct s don’t nece :
provide any benefit to the accuracy of the Inventory or even provide any new relevant
information. One industry association suggested a softer approach with a simple update
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mechanism rather than a fulksebmission, as full rsubmgsions should only be required
as a last resort.

#4: Publication of the identity of notifiers (i.e. company names and contact details) in the
CLI

Of the two stakeholders that responded in support of this measure, one industry association
noted that theyunderstand the concerns in regard to protecting confidential business
information, especially with activities relating to research and development sBobdast

and Process Oriented Research and Developn®RORD and SR&D substances.
Nevertheless, they do support the publication of names as long as there is a provision to
protect confidentiality where appropriate or provide exemptions, this specific provision to
the measure is also supported by a group of ingdustpresentatives and one trade
association. A Member State Competent Authority who is in support of the measure
indicated that the measure would facilitate communication between submitters and the
supply chain, so long as the names were made in direatiorelto the submitted
classification and labelling, else there wo
names.

Overall the majority of stakeholders against the measure cite confidentiality reasons. For
example and in line with the above concergarding research and development substances,

an industry association explained that the publication of a notifiers name against substances
could imply the research and development portfolio of the notifier, which is considered
confidential business infmation and its indirect publication could discourage innovation.
Furthermore, one trade association, one public authority and one Member State Competent
Authority all suggested that there would be little added benefit or limited usage to this
measure, wich one trade association suggesting it would come with additional IT costs that
could otherwise be spent on more effective measures.

A Public Authority recommended to simply publish the identity of the individual data
submitter where groups have agreedsingle classifications, because the requirement of
every member would involve significant overall investments on their behalf.

#3: Require notifiers with classifications that diverge from the entry agreed by the
majority of notifiers to update their niifications with a justification for any divergence
in classification

Stakeholders were largely in support of this measure but provided further suggestions to
focus on. Two Member State Competent Authorities agreed that it is important to address
the legtimate differences such as the physical state or impurity/additive profile of a
substance and its influence on classification and labelling and supports the making available
of contextual information. Furthermore, in cases where there are legitimatesréason
deviation that results in a more stringent classification, then the visibility of data sources
should be considered, because if outlier classifications are added via-dodnopnenu,

then they may been deemed of lower reliability. It is noted howévat the sek
classification by industry may be correct and more stringent than the harmonised
classification because Member States may not have the resources to update the harmonised
classification (example environmental classification of some colralpgonds). It was also
suggested that the registrant may not classify based on absence of data, where a notifier may
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have data resulting in classification. Therefore, the approach should be clear to the user of
the inventory and the consequences explained.

Of the stakeholders that were unsupportive of the measure, the question of value in
providing these justifications was raised. A Public Authority indicated that ECHA would
not have the resources or information to decide what represents a good or heatijoisti

One Member State is of the opinion that before making any new requirements, industry
should wait for the new version of ECHA database to be published. Additionally, one
industry association believes that the usefulness of this measure depémelpercentage

of substances affected and that other higher impact measures should be priQrtised.
suggestions for improvements to the C&L Inventory include:

Alignment of new entries:

1 A Trade Association has suggested a simple system to improaim@ent of new
entries with existing ones could be of benefit for new notifications e.g. a comparable
approach to REACHegistrations and the stricter technical implementation of the
one substance one assessment principle. With that, in practice, atifeav could
only join an existing group of notifiers and accept their G&itry or optout. For
an optout there could be a puflownmenu with the most common reasons for
divergences (e.g. impurity, additive or other data), from which they could pick an
which would then be visible in the public CLI.

Quiality Control:

1 A Trade Association has also suggested that quality could be improved by letting
users of the CLI act as reviewers e.g. a correction button could be installed into the
CLlI directly and if he user disagrees with a specific entry, he could flag it to ECHA
and/or the notifier. To avoid abuse of this system, only registered users would get
the role as reviewers.

1 Three Industry representatives have supported the implementation of some simple
validation rules for new notifications. An Industry Association has also commented
on the quality of notifications and the need for this to be assessed. They have
proposed to work along the modalities used in the Horizon Europe Framework,
where the Commissh has established a system where participants interested in
joining a call for projects could give their availability without naming the existing
consortia, and the consortia get a notification and can decide to reply. In other words,
the system allows jpple to get in contact without disclosing identities. Something
similar could be set up:

o The tool could include a possibility for registrants to click on an existing
notification to indicate that they would like tdiscuss/address the
divergences;

0 The noffiers behind those notifications get an automatic alert via ECHA and
they can decide to get in contact with consortia that widkédo address the
divergency;

321



o This could be combined with a flagging system to publicly display which
notifications have beechallenged, regardless of whether they have accepted
or not to replyto the request for discussion;

o To avoid misuse of this system, the flag could be implemented if raised by
the notifiers with the majority of aligned notifications. In other words,
majority groups have the possibility to publicly flag problematic minority
positions, not the opposite.

1 One Industry Association has suggested that obvious errors@absfication and
Labelling Inventory should be corrected or deleted directly by ECHAhdfe are
legal reasons to the contrary, ECHA could contact the respective notifier in order to
initiate a correction, as only ECHA has the necessary information available.
Furthermore, entries that are not updated any more as the notifying companies do
not exist any longer, or respective products are not on the market anymore, should
systematically be deleted or inactivated. An easyse process to flag obsolete
entries should be established.

Data download options:

1 One Industry Association expressechcern regarding the proposal to make every
part of the Inventory available to be freely downloadable in a structuneshide
format. They suggested that such provision of data can only take place if there is
link or connectiorbetween the informatioand the data of the respective notifiers.
Otherwise it will provide a full overview of the portfolio of those companies that
notified to the @assification and Labellingnventory, including those substances
that are manufactured or imported for the puesosf Scientific R&D (SR&D) or
product and process orientegsearch and developmgfPORD) and which are
exempted from registration under REACH. This means that confidential business
information would be revealed by ECHA and would be available for anyone to see.

Notifiers dashboard:

1 One Industry Association has highlighted the needcbmpanies to have an
overview of their notifications, access them, and do modifications in bulk, update
when necessary, etc. This could be achieved via a notifiers dashboard.

Consensus classification and labelling

1 One Member State Competent Authollitgs noted that the document defines the
consensus classification and the consensus labelling as the most consistent
groupings of classification and of labelling data. The word consensus may suggest
that all the notifiers agreed to the same classificalibarefore, some other wording

is suggested such as “dominant” or “majo
also unclear whether “consensus” 1s base
classification. A minimum level (%) should be consideredusiify including a
“consensus” classification.
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COMPARISON OF THE MEA SURES REGARDING THEIR RES PECTIVE | MPACT .
Economic impacts
Administrative burden on businesses and public authorities:

All policy measures would lead to increased administrative costiuty holders who use
substances thameet the classification for one or more of the hazards and are required to
classify them accordingly, and who have the obligation to notify these classifications to the
Classification and Labelling Inventarinderpolicy measure #4, notifiers would need to

provide contact details in thi@ventory or submit confidentiality requests. This policy

measure presents the lowest administrative burden on businesses and is expected to lead to

a small, annualised cost saving oifvenory. 74 mi
in finding the relevaninformation. Policy mesure #6 and #8realso expected to lead to a

small , annualised cost saving of wup to €1.7
depending on the effectiveness of the policy measure. Policy measure #3 would lead to the
gjeat est increase in administrative costs, wh
to-€7.5 million of annualised cost.

Under all policy measures, ECHA would be required to divert resources from other
priorities, such as the ongoingdesign oftheinventory The need for resources would be
highest in policy option #&nd#3, followed by#4 and#5.

Impacts on SMEs

Under policy measure #6 SMESs are expected to benefit from the time saved spent trying to
find relevant information in th€lassificdion and Labelling Inventorand could see a
subsequent increase in their competitiveness in thettong Under policy measure #4, it

is expected that SMEs will benefit from the publication of notifier contact details more than
larger companies, as it expected that SMEs are less likely to notify as a group. Policy
measure #3 is expected to be disproportionately felt amongst SMEs, which in turn may
negatively impact the competitiveness of SMEs, although there is some uncertainty as
information on the nmber of diverging classifications per SME and large enterprise was
not available.

Sectoral competitiveness, trade and investment flows:

All policy measures aim to harmonise classifications and improve the quality of the
Classification and Labellginvertory data, which in turn will benefit all businesses and
increase competitiveness. They are therefore expected to have a positive impact on
sectoral competitiveness.

Social and environmental impacts

The three measures are expected to have positive impact on human health and the
environment from the provision of more accurate information on human health and
environmental hazards of classified substances. This is turn would lead to more appropriate
workplace risk management measures being implemented and more accurate information
communicated down the supply chain and to-esers. However, these impacts would be
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indirect and therefore their magnitude is not possible to quaAtifyeak positive impacsi
expected on employment levels from the increased regulatory requirements.
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Annex 12— Hazard labelling

CONTEXT OF HAZARD LABELLING

Labels provide essential information on safety to chemicals users (both consumers and
workers). The compulsory labellingf hazardous chemicals is the most important element

in CLP tocommunicate this informatio.he label includes essential information on the
potential harmful effects on people and/or on the environment that could be caused by a
specific chemical; in adddn, it includes information on how to store, dispose and use the
chemical safely, as well as information on how to react in case of poisoning or accidental
exposure.They also facilitate emergency health response by medical staff in case of
exposure orntoxication. Where applicable, they provide contact information of services
that can provide further assistances (Poison centres).

Since the introduction of CLP labels are ba:c
System of Classification and Lakialj of chemicals (GHS?. At the same time, the CLP

Regulation retains some of the labelling requirements taken over from former legislation on
chemical$®, such as the small packaging exemptions. In order to accommuzitden

hazard information not yetcovered by the GHS, as well as further label elements that are

required by other EU legislationC LP i ntr oduces also the c¢con:q
information” to be put on the 1 abel

CLP labels play an important role to ensure the free movement of chemid¢hke single
market but also on a global basis: alignment between CLP and GHS ensures reduced
compliance costs, as industry can use the same classification and labelling principles when
exporting chemicals, thereby increasing the competitiveness of riglustry and
international trade of goods.

According to CLP, labelling of hazardous substances and mixtures must contain the
following relevant information, as set out in Article 17 and detailed further in Articles 18 to
28:

Name, address and telephananber of the supplier(s);

Product identifiers (i.e. name of the substance or mixture and/or identification

number);

1 Nominal quantity of the substance or mixture in the packagge available to the
general public (unless specified elsewhere on the pagkag

1 Hazard pictograms (graphics that combine symbols and other elements to denote the

type(s) of hazard associated with a chemical);

= =4

250 SeeUNECE, About GHShttps://unece.org/abouths

251 Such as the Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and
administrative provisions relating to the classification, packaging and labeflidangerous substances, OJ

196, 16.8.1967, p.-B8 (http://data.europa.eu/eli/dir/1967/548/0j) or Directive 1999/45/EC of the European
Parliament and of the Council of 31 May 1999 concerning the approximation of the laws, regulations and
administrative povisions of the Member States relating to the classification, packaging and labelling of
dangerous preparations, OJ L 200, 30.7.1999.68 {http://data.europa.eu/eli/dir/1999/45/0j)
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1 Hazard statements (a set of standardised phrases about the hazards of chemical
substances and mixtures);

1 Precautionarytatementsd set of standardised phragedicating how the chemical

should be handled to minimise risks to the user, others and the environment);

Signal words for the level of hazard (°‘w

Supplemental informatiofas necessaryf@pecial cases, including also information

required by other legislation)

= =9

Figure 78providesan example of a typical CLP lalréP

Figure 78 Example of a typical CLRbel

Hazard pictograms Product identifiers Supplier identity

v
l Substancelx
Substance X, EC-number: 123-456-7 1

Company XYC
Alphabet Street
Number Town

Code ABCD

Phone: +353 1 0000000

Highly flammable liquid and vapour. May be fatal if swallowed and
enters airways. Causes skin irritation. May cause drowsiness or

dizziness. Very toxic to aquatic life with long lasting effects.

Keep away from heat, hot surfaces, sparks, open flames and

other ignition sources. No smoking. Keep container tightly closed. Precautionary
Store in a well-ventilated place. Avoid breathing mist/vapours. statements
Wear protective gloves and eye and face protection.

IF INHALED: Remove person to fresh air and keep comfortable
for breathing. Avoid release to the environment.

PROBLEMS AND DRIVERS RELATED TO HAZARD L ABELLING
Problems

The chemicalsFitness Check identified some problemswvhich CLP labellingdoes not
providesufficient informationincluding dueto:

frequent norcompliance with the CLP labelling provisioosambiguity ofthe text inCLP,
resulting inthe absence @t label in certain cases, suctchemicals in very small packaging

252 ECHA guidance on CLP labelling and packaging:
https://echa.europa.eu/documents/10162/2324906/clp_labelling_en.pdf/89&&iv4024-86¢cc
0b4052a74d65
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(e.g.writing instrumentscontaining hazardous inks3hemicals supplietb consumersn
bulk (e.g.fuel for carg or chemicals placed on the market for geffill (e.g.detergents)

inefficient hazard communicatioresulting from alimited readability ofthe labels for
exampledue totheamount of information to be affixed on the |lakm asmall font sizeor
chemical names that are not meaningful to consumers

insufficient complianceand unnecessargdministrative burden (in particular for SMESs)
leading to poor application of labelling rules such as absence of CLP labellaages
where the obligations are clear (i.e. other than the cases listed abhdlegydingto a limited
use offold out labelsthusnot exploiting the full benefits of the single market.

The above problems can directly harm public health or the environment since consumers or
workers couldbe exposed tthazardous chemicals the absence of the required safety
information (for instance the label can inform on the need to use of glovagdarmsive

substance dnowto correctly dispose a chemical that is toxic to the aquatic environment).

The insufficient level of compliance cafso have negative effects on the internal market
competitiveness since naompliant economic operators could have undue competitive
advantages versus compliant companies (e.g. better market perception due to the absence

of CLP label and pictograms, lowimternal costs for labelling etc At the same time, the

lack of some information on consumer goaaffectst he cons umer s’ abili
informed choices.

There is evidence showirthpat the size of the problers related to the level ofon
compliancewith the CLP labellingrequirementsThe evidence reported below is the result

of European enforcement projects carried out by several EU countries under the
coordination of the European Chemical Agency (see ECHA FORUM website for additional
informatiort®3); the following quantitative data on compliance levels are available:

2019 European Chemicals Agency FORUM Report on the Pilot project on cooperation
with customs in enforcement of REACH restrictions and CLP labelkfty Compliance
with CLP labelling dutiesvas checked for 150 products in 9 EU countries, 107 of the
inspected products (corresponding to 71%-o0ompliance rate) had labelling issues. The
most common violation was the absence of the use of national langnathe dabel,
followed by wrong or abse pictograms and signal wordand by the absence of a CLP
label altogether.

2018 European Chemicals AgencifORUM REF-6 Project Reprt Classification and
labelling of mixture$°. The Forum conducted the REFenforcenent project that focused
on controlling CLP dutie®7 EU and EEAcountriesand Switzerlandeported on the results
of inspections. The project checked the hazard sadfehixtures for compliance with CLP.

In total, 1,732 inspections wecenductedand 3,189 mixture labels were checked. 1,067 of

253 See ECHA FORUMttps://echa.europa.eu/abaig/whowe-are/enforcemerfiorum

254 ECHA FORUM Report on the pilot project on cooperation with customs in enforcement of REACH
restrictions and CLP labelling, Operational Phase: HKddovember 2019, available at:
https://echa.europa.eu/documents/10162/13555/customs2_project_report en.pdf/5d32d3BI00fe28
540228abc7cl

255 Seehttps://echa.europa.eu/documents/10162/17088/rpfoject_report_en.pdf/bfa9fcgafd-2f52-bfo6-
5174d7e29cf8?t=1576499164990
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the labelling elements of the checked mixtures, labelling information was missing and/or
had errors or deficiencies (corresponding to 33.5%amwnpliance rate)

2018 Sub section Forum RE® Project on labeling exemptions (mixtures in small
packaging, fold out labels etc).7 EU countriesonducted checks @55 mixtures. Despite
the use of fold-out labels tie-on tags or an outer packaging, in 32.1 % of the checked
mixtures the full labelling information vganot provided. For mixtures in small packaging
(below 125 ml) about 10%f the checks foundoncompliance and for mixtures in very
small packaging (less than 10 ml) 9 out of 14 mixtinaslabelling issues (corresponding
to about 60% nowompliance rat).

These EU enforcement projects found a high level of qwompliance in terms of CLP
labelling (from 33.5% up to 71%Jherefore, m the framework of this Impaétssessment,
it is possible to broadly estimate amerage level of nortompliance in terms bCLP
labelling of about 50% of all chemicals placed on the EU market.

Furthermore, theehemicalsFitness Checlpointed out that the existing provisions and
requirements do not take into account opportunities offered by digitalisation which could
help reabing consumers more effectively (see Annell>on digital label for further
elements).

Additional evidence on the effectiveness of hazard communication via the CLP label was
assessed via two recent large Eurobarometer surveys:

A 2016 Eurobarometer surveyn chemicals safetyf indicated that 70% of EU
citizens find information on the hazards of chemicals on the label useful.
However, the 2017 Eurobarometer survey on enviromtedso found that less than half
of the respondents (45%) feel well informed about the potential dangers of the chemicals
contained in consumer products.

Therefore, m the framework of this Impadtssessmenit is possible to brodg estimate
thatan averge level of about 55% EU citizens consideat they aranot well informed
about thehazardsf the chemicals contained in consumer products.

The above information providestrong evidence on the magnitude of the problem and of its
European dimension. Thgoblems described above are affecting:

Actors that areesponsible for implementing the labelling ryles
Consumers and workers using the CLP label to obtain safety information on the
hazards related to a chemical

Competent authorities in chargeesfforang CLP.

Drivers
The main drivers of the problemrshazard labellingre:

Regulatory failure driver due to poor application of current ridelue to complexity of
labelling provisions- Certain CLP labelling requirementsare difficult to applywhich

2562016 Special Eurobarometer 4B#ps://data.europa.eu/euodp/data/dataset/S2111_86_3 456 _ENG
2572017 Special Eurobarometer 468tps://europa.eu/eurobarometer/surveys/detail/2156
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sometimes results into a failure to label certain chemidaiss concernsn particular
chemicals placed on the market in very small packagirggwWriting instruments, lighters
super glues chemicals suppliedo consumersn bulk (e.g. car or boat fué at filling
station3. The labelling requirementare also not sufficiently clear for modern sales
practiceqe.g.refill of detergentdy the consumer).

Market failure driver due to inconsistent hazard communication across the supply chain
- Manycompaniesre placingchemicalon the market in multiple countries arigerefore
providethe information on thébel ina number ofiifferent languagesT his often resuls

in very small font size(i.e. reducing readability) or making a suboptimal efseovel form

of labelling such as fold out labelhis can result into an iffecient hazard communication
and consumers andubsequentlyworkers arenot sufficiently informed on the hazards
related to a chemical and/or face difficulties in readinguartterstandinghe content of the
label

How likely is the problem to persist? / Baseline
The main problems identified above are:

T Consumers and workerdo not havesufficient information due to the absence of
CLP labelling for certaichemicalsor inefficient communication

1 Insufficient compliance andunnecessaradministrative burden

The rules on classification, labelling apackaging of hazardous chemicals are harseahi

at EU level via the CLP Regulation. Therefore, the above problems will continue to persist
in absence of EU action. In addition, the evidence collected via theck@h®icalg-itness
check, 2016 and 2017 Eurobarometer surveys and the European FORUikmefot
projects clearly indicates a European dimensibtme described labelling issues.

Considering the longerm developments and trends, the following paragraph&in an
assessment ow the problems will persist in the absence of EU policy iet&ron:

Labelling and packagingissues with chemicks placed on the market forrefill — This

refers to a novel practice of offering unpackaged consumer chemicals in stores where the
consumers brings its own reusable container into which the chemfifietisthus reducing
packaging wasteT his practice is already more common for food but this is also introduced
for chemicals, so famostly detergents and home care products and corresponds to about
2% of total market for those products (about 179,08&t). This figure encompassefilie
detergents made available to all users; considering the average range of delivered quantity
per transactiogan be estimatetdb rangefrom 89.5 million to 8.95 million ind/idual sales

per year forefill of chemicalsBy 2040 it is expectethatthis practice will increase up to

over 265,000 t/year accounting for about 132.5 million to 13.25 million individual sales per
year for seHrefill of chemicals. Therefore, assuming a rate of-nompliance of 50% for

CLP labeling, it can be assumed that by 2040 from 6.62 to 66.2 million purchases of refill
chemicals will happen in absence of the appropriate labelling information and further
hamper the effectiveness of hazard communicatiars increasing the risk of conseqoes

for health or the environmenh addition, there is concern that this practiaild notonly

be limited tochemicals withless severehazar@. Alowing this practice for corrosive
chemicals such as drain cleaners could result in severe accier@sample,involving
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consumers at the point of saldowever, estricting the refill tdesshazardous chemicals
requires modificationsr CLP.

Labelling issues with chemicals placed on the market with mulianguage labels- The
European Chemicals Agency estimated that on average each chemical is placed on the
market in 5 EU countries. Theggencyalso determines those Member States where the scale

of the problem is likely to be greatest. Member States with the greatestenwhb
neighbouring countries such as Germany (9 neighbours), France (8) and Hungry (7) will
likely experience the export and sale of chemicals products to other Member States to a
greater degree than those with fewer borders. Data from the chemicalsyirsthasts that

the trend in sales between Member States has increased steadily from 2009. This suggests
that the number of products sold between Member States is also increasing and highlights
the growing EU market for chemical products. Therefore, theodaleemical products in
multiple Member State marketslikely to grow, along with the scale of the problem of
poorly readable multilingual labels and high rates ofocempliance with official language
requirements.

Labelling issues with chemicals plaaton the marketfor consumersin bulk (without
packaging) - This concerns mostly fuel for transport purposes purchadélingt stations

and pumped directly into a tank of a vehidle a lesseextent this also concerns the supply

of fuel additives€g.“ A-d 1 ue ”) and ot her fTHediffedencetbthe us ¢
refill scenario described above is that the chemiagdslirectly pumped into a tank from

where it is not intended to be removed adminthe consumeifTherefore, there ia smaller

risk of exposure or accidents, and that unsuitable receptacles are used. This is also not a
novel practiceCurrently over 235,578 Kt per year of fuel are placed on the EU market,
considering the significant development of alternative mobility solutielestfic cars), by

2040 it is expected to decrease to less than 100,000 Kt per year. This remains a very
significant quantity of chemicals placed on the market in bulk every year in EU with sub
optimal or no CLP labellingThe current levels of necompliance vary significantly
between Member States. Some Member States have set up guidelines on how the labelling
requirements are to be applied in those cases (i.e. established a requirement to put the label
on the fuel pump) and in those Member States therdiigh levels of compliance. Other
Member States have not acted on this and fuel pumps are typically not labelled.

Labelling issues with chemicals placed on the market with small packagirfg.g.writing
instruments, lighters, essential oils). Thge®ducts are broadly commercsgld and
purchased inhe EU: between about 734 to 898 billion units are placed on the EU market
every year. By 2040 this number is expected to slightly increase. Considering a level of non
compliance of CLP labels of aboud%, from 367 up to 449 billion units of chemicals in
small packaging might be placed on the market every year with sub optimal or no CLP
labelling. The CLP Regulation requires that those items must have the labelling on the
packaging but in practice iterike writing instruments using hazardous imkdighters are
oftensold without packaging. Given the parallel objective of reducing packaging waste, a
balanced approach is needed between the need for appropriate hazard communication and
circular economy bjectives
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For labellingissues it is likely that the size of the problem will increase or at best will
continue to be significant at EU lev@uidance on Labellimg®was first issuedh 2011by

the European Chemicals Agenaynd has beerupdated six timesDespite appropriate
guidancedocumentsand multiple updates the above problems continue to be significant.
Therefore, it cannot be expected that guidance will suffice to address the problems.

DESCRIPTION OF PoLICY OPTION AND/OR SUB-OPTIONS FOR HAZARD LABELLIN G

The following policy options have been assessed to facilitate compliance with the CLP
Regulation and to improve the protection of health and the environment.

258 See https://echa.europa.eu/documents/10162/2324906/clp_labelling_en.pdf/89&RI#02486¢c
0b4052a74d65
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Table94: PO2aand PFO2b— Hazardcommunication anthbelling
PO2 Hazard communication andabelling

Policy measure

| Category

| Description

PO2a Update and prepare guidance

#11 Guidance on
labelling

Soft
regulation

The European Chemicals Agency to update guids
to clarify the applicability of th€ LP Regulation an(
the corresponding rules for chemicals supplied:
in very small packaging (e.g. writing instruments)
to consumers in bulk (e.g. fuels);

via refill of containers (e.g. detergents)

PO2b Improving labelling and ma

King it more flexible

#12Improving Hard, legally | The Commission to amend Section 1.2 Anhéa

readability binding rules | introduce general provisions for a minimum font g
and other provisions tinprove thereadabilityof the
label based on current ECHA guidance

#14 Fecilitating Hard, legally | The Commission taddress the new practice of re

refill sales through| bindingrules | sales explicitlyin the CLP Regulatiorto provide

proper labelling clarity to retailers on the applicable rufeslabelling

and other related thus providing flexibility and legal certainty ang

requirements boostering a sales method that contributes to circ
economy objectives. To avoid that this leads tg
unacceptable risk for health and the environmen
doing so (e.g. risks of serioimcident during the refil
process or later use at home), the practice shou
limited to chemicals with less severe hazards.

#15Facilitating the| Hard, legally | The Commission to amend Article 29(1) and sec

use of foldout binding rules | 1.5.1.1 of Annex | of CLP to allow for a broader (

labels of fold out labels or ti®n tagsto increase thq
effectiveness of hazard communication wh
facilitating the free movement of chemicals in {
internal market

#16Labelling Hard, legally | The Commission to amend

exemptiors for binding rules 1 Atrticle 23toinclude a labelling derogation fo

chemicalssold in
bulk to consumers
and invery small
packaging

chemicals sold in bulk to consumar filling

stationindicating that in such cases a label
the pumpwill suffice.

Article 23 and Annex | Section 1.3 to exte
the current exemptionnder Article 29 anc
Annex | Section 1.%or the inner packaging @
contents not exceeding 10ifnbm chemicals
used for scietific R&D or quality control
analysis to alhazardoushemicalsthat have
less severe hazar@be inner packaging mu
be contained within outer packaging ti

meets the requirements of Article 17).
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SCREENING AND ASSESSMENT OF THE POTENTIAL MEASURES FOR HAZARD
LABELLING

Description of impacts

The areas of intervention that have been assessed against the policy options are the
following:

Improving label readability

Facilitating refill sales through proper labelling and other related requirements
Faciitating the use of folebut labels.

Labellingexemption forchemicalssold to consumeris bulk (e.g. fuel at filling stations)

Labelling exemption for chemicals sold in very small packaging (e.g. writing instruments,
lighters, supeglue).

PoLICY MEASURE #14: REFILL CHEMICALS
Economic impacts

Next to improvements for health and the environmewolicp measure #14 aisnat
facilitating the introduction of this rather novel distribution method to support circular
economy objectivesind to encourage more actors to exploit business opporturities
explicit mentioning of thiglistribution methodn CLP will clarify the rules for how réll
chemicals should be labellggackagedndlimit this sales method tohemicalghathave
lessseverenazards

Currently, ro guidance or legal requirements for the labelling of refill chemeattunder

the CLP framework Therefore chemicalssold this wayare at risk ofhaving no or an
incorrect label and not being suitably packaged. Policgsme#14 wouldreaffirm that

also re-fill chemicals need to comply with theequirementsof CLP for labelling and
packaging (e.g. suitable packaging material). There are several options for how compliance
could be achieved. For example, labelling coulgtoided via stickers that can be applied

to containers brought by consumers, or a copy of the label could be provided with the
receipt. Suitabl@and properly labelledontainers may also need to be provided at the point
of sale at a cost to the suppli€he supplier maye obliged to update labels on containers
brought in by consumer3here are currently no indications that this sales method would
be used fochemicals with more severe hazara@shough it can be expected that this would
become practicgiven the increasing rpackaging trend. Therefore, for action at this point
there should be no or only very limited cost linked to those policy measure.

Thechemicalg=itnes Check estimated that the averagst of redesigning and modifying

labels to becompliant with CLP was €388 per substance and ¢
chemicalsFitness Check also cites an impact assessment supporting the adoption of GHS

and implementation of CLP, and further work carried out for International Association for

Soaps, Dargents and Maintenance Products (AISE), which estimated the average cost of
re-designing and modifyi@Ptodbabel sartoaanbe €386
formulation, based on experiences under the Dangerous Preparations Directive. However,
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for SMEs tlese figures may be higher as a significant number of companies (11% and 24%

of companies for the cost of classify substances and mixtures respectively) consulted during
thechemicalsFi t ness Check gave costs between €500
and these companies tended to be SMEs.

Detergents are one of the most common types-6li khemicals, with the growth of this

sector being acknowledged ithe Commission sEvaluation of the Detergents
Regulatiod®®. The Evaluation estimated the oeoff cost, per detergenproduct, of
producing new labels (to comply with the De
€3, 000. Based on both estimates, a figure o
of theFitness Check estimate and the middle of the estimate provided in the Evaluation of

the Detergents Regulation.

RPA et al. (2018) states that there were between 31,500 and 51,500 consumer detergent
products that had to be relabelled as a result of the Patés Regulation. It was also

estimated that réll detergents make up just over 2% of the overall market of detergent
products Therefore it is estimated that there are between 630030 refill products on

the EU marketConsidering an assumed rafenon-compliance witithe CLP label of 50%,

the estimated amount of-fill products impacted by the measure is 3l refill products

on the EU market. Thiswould leadtoatotaloné f cost of bet ween €315
that would be necessary teturn to compliance

RPA etal. (2017a) giveatotalonef f cost of throwing label st
€9 million. Applying the est ifilhdetergentvafda2 % o f
50% rate of norcompliance givea cost estimate & 3 2 ,-€E®® , 0 00 f o-fill t hr o wi
label stock away. This leads to a total-on€ f ¢ o s t -o€f6 0€53, HOWeVOr,0 0

changes in the labelling requirements come with transition periods during which existing

stock can be consumed to avoid the digpo$old labels.

In summaryensuring compliance with existing requiremecdsild result in total oneff
cost of —€8K%S5, MO and recuvkEBibn @ 0o ptey g akls,

Estimates provided earlier assessed the quantity-fif detergentssold in the EU to be
approximately 179 million kilograms per year. This figure encompassit detergents
made available to all engsers. It is expected that a typical sale éfilteletergent would
range from 2L- 20L, although large quantities walube purchased during busindss
business sales. This would provide a range of 89.5 million to 8.95 million individual sales
per yearConsideringhose figuresit can be calculatethat thecosts for the sellers ofve

fill chemicalsto return into compliance are

Scenario (89.5 million transactions)
One off costs per year and transaction
Recurrent costs per year and transaction

. -8 0067
.00600.7000 4

am M
o O

Scenario (8.95 million transactions)
1 One off costs per year aténsaction €0. 68%8. 067
1 Recurrent costs per year and transaction €0. 007 004

259RPA et al. (2018) Evaluation of the Detergents Regulation
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In the highest range the increase of costs due to one off and recurrent costs is expected to

be less than €0.07 per trans ayearsthemecufringnl y t h
costs are expected to be 1less thalphighed. 004 p
market price for refill products compared to the traditional products it is expected that the
estimated increase will have very limited impatbusinesses.

A negativeimpact onmarket size andprofitability could only be postulated for thmew
restriction of refill sales for chemicalgith more severe hazarddowever, as this market
currently does noseem to have developggt, such costshould be minor and not
significant. At the same time, an improved legal framework may offer business
opportunities.

For the reasons outlined abotieere should be no noteworthy impact on dperation of
SMEs unless they are currently not complying witie existing rules

Policy measure #1dhould not have a noteworthy impact@nsumers and households

price of consumer goodsThe measurshould not place additional costs on suppliers of

refill chemicals in ensuring their products are appropriately labelled and packaged, unless

they are currently not complying with the existing rufésst to return into complianceay

be borne by the suppl, or alternatively they may be passed onto consumers through
increased price of consumer goods. The resulting impact on the price of consumer goods
cannot be assessed at this stage since it will depend on business decisions. Nevertheless, the
additionalc o st per transaction has been estimate
transaction only the first year, less than

There is currently perceivedack of clarity on the labelling obligations for le€hemicals

under CLP Thereforgenforcement activities in this area arelii@ly to be highWith #14

the supply of refill chemicalsnay become an area in need of enforcement. Consequently,
enforcement cost of public authoritiesis expected to incrsa slightly under policy

measure #14. The ECHA (2019f) REAGHN- FORCE- 6 (REF 6) project
and labelling of mixtures carried out 85 inspections as part of an optional module on rules
applicable to Liquid Laundry Deterge@apsules (LLDC). Anenforcement project of

similar magnitude would be likely to be sufficient for enfogctherules for refill chemicals.

Therefore, the number of inspections carried outignid Laundry Detergen€apsuless

a proxy to estimate the cost of enforcemenedill chemicals. This gives a recurring cost

of €74,715 (85 x €879). It is mnot expected
chemicals would occur every year attierefore the annual cost would be even lower (a

factor 3 is applied providing@o st of €25, 000 per year per en

Policy measure #14 expected to have a positive impact onftivectioning of the internal
market and competitivenesslt will clarify the applicable rules farefill chemicals, which

will help ensure that all Member States take the same appregahding compliance of
refill chemicals with CLP. This is expected to help level the playing field for businesses
across the EU by ensuring they all incur the same)(cmimpliance costs.

Table95: Comparisorof impacts

Impact Impact Positive or Direct or Monetised One off or
Catego negative indirect Impact recurrent
Conduct of | Labelling , Annual Recurrent

) ) Direct :
Business Costs recurring and one off

335



costs
(disposing of]
old label
stock):
€7,5040
€21, 00
Oneoff cost
(re-labelling
disposing of
old label
stock) of
€347,0
€605, 0
Annual
recurring
cost (re
labelling):
€8, 000
€15, 00
Eiglfaglng ) Direct Negligible Recurrent
:;naprig[ sizgn O] Indirect Negligible Recurrent
, Approx.
Zld?hlgrity Enforcement ) Direct €25,00 Recurrent
Costs enforcement
Costs )
project
Functioning | Level of
of the | Enforcement Not
Internal across (+) Indirect tified Recurrent
Market and | Member quan
Competition | States
Position of | Operation of . Not
SMEs Slt)/lEs ) Indirect quantified Recurrent
Consumers | Price of Not
and Consumer ) Indirect tified Recurrent
Households | Goods quan

Environmental impacts

Currently there isno guidance or legal requirements that deals specifically with refill
chemicals Therefore these chemicals are often not labelled or labelled incorrectly (about
one out of two refill chemicals are expected to have no or insufficient hazard information)
andwrongly packaged. This poses risks for to the environment as consumers and workers
are not provided with information on the environmental hazards of the products they are
purchasing, e.g. on how to properly dispose them. Policy measure #14 aim to leature t
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suppliers of refill chemicals label and package them correctly. Thereforayithiegve a
significant positive impact on the protection of the environment.

Policy measurétl4is expected to hava slightlynegative impact oresource useas they
foresee the requirement for suppliers of refill chemicals to ensure their products are
appropriately labelled and packaged. This means suppliers of refill chemicals who supply
labels, will increase resource use and packaging wiadtey are not in compliare yet
Estimates provided earlier assessed the quantity of refill detergents sold in the EU to be
appoximately 179 million kilograms and policy measure #14 could result in impacting
about 45 to 4.5 million transactions every yé&ars figure encompassesfill detergents

made available to all engsers consumers and workert the same timexefill practices

are likely tohave environmental benefiisie tothe reuse of packaging and related reduction

of resources needed to produce new packaging. Iddoelargued that the benefits of
reusing a packaging can offset the impacts related to the use of resources to produce new
CLP compliant labels.

Table96: Environmental impacts

Impact Impact Positive or| Direct  or | Monetised | One off or
Category negative indirect Impacts recurrent
Impact on Not
Resource (neutral) | Indirect tified Recurrent
Sustainable | Use quantiie

consumptio Impact on

n and the Not
production  protection of (+) Indirect . Recurrent
the quantified

environment

Socialimpacts

No guidance or legal requirements for kaeelling of refill chemicals is currently provided
Thereforetheserefill chemicals are often not labelled or labelled incorreantly not safely
packaged This negatively affectgublic health and safety and health systemsas
consumersand workersare not provided with information on the human health hazards of
the products they are purchasiegd using The policy measures could result in providing
the necessary information on safetyaohigh number of hazardous chemicalp {0 4.5
million products placed on the market every yeRolicy measure ¥ aims to ensure that
suppliers of refill chemicals label and packagrrectly. Thereforethepolicy measure will
have apositive impacton the protection of human health, bihie quantification is
problematic and was not quantified in terms of public health.

Policy measurél4is expected to havedightly positiveimpact onemploymentlevels in

the refill sector Making the existingequirements explicit will provide legal certainty to

this novel sector and likely provide a more levelypig field for actorsThis is likely to
encourage more businesses to engage in the refill sector, also beyond the detergents sector
that is currentl starting to exploit this option.
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Policy measure #1# likely to have aslightly positive impact on the number ptiblic
authority jobs, asclearerlabelling rules for rdill chemicals will lead to a new area
requiring enforcement, which may increase tlumber of enforcement officers required.

Table97: Social impacts

Impact Impact Positive or| Direct or [ Monetised |[One off or
Category negative indirect impacts recurrent
Public Impact on
health and
safety and the . (+) Direct Not . Recurrent
protection of quantified
health
human healtf
systems
Impact on
industry jobs Not
in the refill | (+) Indirect - Recurrent
i guantified
Emplovimen chemical
i ploy sector
Impact on
public . Not
authority (+) Indirect quantified Recurrent
jobs

A summary otthe costs and benefits of policy measure #14 are provided below.

Summary of cost and benefits of poliecgeasure#14

Costs- businesses

Total oneoff costs over a 2§ear period

347,000¢ 605,000 (mid
estimate: 476,000)

Recurring costs every 1 year

15,500¢ 36,000 (mid
estimate: 25,750)

Total recurring costs over a 3@ar period

294,500¢ 684,000 (mid
estimate: 489,250)

PV of oneoff costs (20 years; 3%)

466,477¢ 813,310 (mid
estimate: 639894)

PV of oneoff costs (20 years; 3%) (annualized)

23324 40,666 (mid
estimate: 31,995)

PV of recurring costs (20 years; 3%)

395,901¢ 919,511 (mid
estimate: 657,706)

Total P\t costs- businesses

862,378¢ 1,732,821 (miel
estimate:1,297,599)

Costsg public authorities

Total oneoff costs over a 2§earperiod

Recurring costs every 1 year 25,000
Total recurring costs over a 3@ar period 475,000
PV of oneoff costs (20 years; 3%) -

PV of recurring costs (20 years; 3%) 638,549
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Total P\g costscg public authorities -
Total PV cost of policyneasure#14 1,500,927 2,371,370 (mid
estimate: 1,936,148)
Benefits (cost savingspusinesses -
PV benefits businesses -
Benefits (cost savingg)public authorities -
PV¢ benefits¢ public authorities -
Benefits- society -
PV- benefits- society -
Total O+ benefits -

Net Present ValueNPV (PV benefitsPV costs) -1,500,927¢ -2,371,370
(mid-estimate:-1,936,148)

A summary of the present value costs (3% discount) for policy measure #14 are provided
below.

Summary of costs and benefits (PV; 20 years; 3%) of potiegsure#14by type

Costs
Businesses Administrations Society
Direct adjustment
costs ] ] ]
Direct €1,500,927¢ ecoyzzpn -

administrative costs €2,371,370 (mie
estimate:€1,936,148)
Directregulatory - - -
fees and charges
Indirect costs - - -
Benefits
Description | Businesses | Administrations | Society
Direct benefits

PoLicYy MEASURE #15:FOLD-OUT LABELS

Policy measure #15 would allow the use of foldt labels also for chemicals with normal

size packaging (currently this applies only to small packaging and packaging in special
forms).Currently, suppliers of chemicals delivered into multiple Member Spateseveral
languages on the same label to exploit economies of scale. This often leads to a small font
size, often becoming almost illegible, in particular for consumers and workers with visual
impairments. Furthermore, this also leads to overloadets|atieere consumers experience
difficulties in finding the information relevant to thethsuppliers of chemicals in multiple
Member States want to overcome this, they would currently have to produce containers with
different labels for the various marketConsidering that policy measure #12 would
introduce minimum requirements, the problem would be further aggravated and could lead
to competitive disadvantages. In tutloaing the use of folebut labels also for chemicals
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with normal packaging sizespuld compensate the impact of policy measure #1240

the use of multilingual labels whilst improving the readability of the lebete with policy
measure #12There is to same degree a tradiebetween the inconvenience of a faldt

label and te improvement of the readability, so overall the impact on the safety level is
probably neutral. Improvements in the technology and reliability ofdaldlabels give
sufficient assurance that thare equally reliable as classical labalsd is now accepble

not only in exceptional casebBhe possibility of using more language versioould also

be used to include languages which are widely spoken in a Member State but not official
languages. This could cater in particular communities with a migration background and may
provide business opportunities.

Figure 79: Example of a muHiingual fold-out label

{11011/

DANGER
FELIGRO
NIEBEZPIECZENSTWO

DANGER

PELIGRO 5
NIEBEZFIECZENSTWO

100 ml

Teiephane 100ml

Source: European Chemicals Agency guidance on CLP labelling

Options to extend the scope of multilingual faldt labelshave been previously discussed

at CARACAL?®®where it was also suggested to include certain related quality requirements
either in Annex Il of CLP or in ECHA guidance to ensure the quality, readability and
accessibility of informatiotfas now included in policy measure #1@}hile the majority of
Member States were in favour of extending the scope of4imgtial fold-out labels, some
proposed certain restrictions should be considereduding minimum readability
requirements on top of those in the ECHA guidance.

Economic impacts

For estimating taConduct of Businesgost it is important to note thablicy measure #15

will not mandate the use of a fabdt label. It will only provide an option to use it.
Therefore, the use of a folulit label versus a standard label would be a voluntary business
choice of the relevant supplier. It is likely that suppliers will only opt for adoidlabel
where it actually is ecamically beneficial for them. The following information about cost
is, thereforeinformative but actuallyif can be assumed that teeonomic benefits of using
fold-out labels will practically always outweigh the associated cost

05ee CA/05/2015, CA/51/2015, CASIG?/03/2015
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An initial cost for transitioning to foldut labels would be incurred. Theemicalg-itness

Check estimatethe average cost of-lagbelling each substaneen d mi xt ur e t o be
€475 respectively. Due t o t hautlabelscasapposed d s i z
to standardn-pack labels, the cost of producing faldt labels is likely to baigher. In the
chemicalgritness Check, a significantimber of companies indicatedlebelling costs of

bet ween €€5000 per product, whi ch is cons i
representative of the cost of producing folat labels. The number of products that are sold

across Member States is not knmowo it is not possible to quantify the total cost of
transitioning to foldout labels.

The use of folebut labels could provide significaptonomicadvantages: the greater the

maximum number of languages allowed, the higher the saving in labellingAssisning

a maximum number of six languages to be affixed, the maximum saving in labelling cost

would equate to the need to only produce one-deoidlabel, rather than 6 guack labels.

Taking the rdabelling costs represented in the Fitness Checlawermge cost of producing
6onpack Il abels -wo2u,l8&S5 0be( de2p,e3n2d8i ng on whet her
or mixtures), whereas the cost of producing a-fmitllabel has been estimated to be in the
region of €500 to €1-4e0rOmd.c oBhi ss arvei pnrge soefn tbse t
€2,350 p.er product

Information from poison centre notifications suggest that, on average, hazardous mixtures

are supplied to five Member States. Based on the calculations above, this would mean each
companyonaverageooal d have a cost saving of €1, 375
to €1,000).

Consultation with a large supplier of chemical products indicated that their most widely sold
products require 246 different labels on average. For large enterprises, thielg to be
representative of most products in their portfolios, whilst the estimate of five different labels
provided above is likely to be more representative of SME, as most are likely to sell in fewer
Member States. If wider use fafld-outlabels wasntroduced, with a maximum number of

six languages per label, large enterprises could see the number of different labels required

to place each product on the market reduced to 3, while SMEs could use a single label per
product. This would leadtoacosvsang of€646235 (15 x €475 mir
€1,000 x 3)).

Taking the detergents industry as a case study, the Evaluation of the Detergents Regulation
provides an estimate of the number of large enterprises and SMEs and the number of
consumer detergéformulations each places on the market on average. This data has been
used to calculate the cost saving per enterprises from wider use of multilingual labels and
the total cost for all enterprises.

Table98: Savings estimations Is@d on broader use of fold out labels
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Large 50 | 150 15 |3 €4, 1€618-|€30, 93/ €11, 83
enterprise 250 - €1, 40— -
€5, ¢ €70, 31|€26, 89
SME 600|40-60 |5 1 €1, 3€55,06(€33,00(€12, 62
- - €112, |- -
650 €1, § €73, 12(€27, 97
Total 650| 31,500 | - - - €64, 00 €24, 00
700 | 51,500 €144, 0/]€55, 00

Using thedetergents sector as an example, multilingual labels with a maximum of five
languageswould require large enterprises to use three different labels required for each
product on the market instead of 15, while SMEs could use one label instead of five (one
per product). This is estimated to reduce costs savings (annualised) for the desexgents
only by €24,000,000 to €55,000, 000. About
(€12, 62232,700000, 000) .

The baseline information show that intE&) sales of chemical products are in the hundreds

of billions of Euros and represent the majoof total sales in the EU. Therefore, it can be
assumed that a large number of products are sold across multiple Member States and would
benefit from wider use of foldut labels. The cost savings are thus expected to be significant
and a strong positevimpact on administrative costs to business is likely.

Data from Eurostat! shows that across the E27, on average 56% of intElJ exports of

goods for each Member Statvere supplied to their three largest EU partners. For
Luxembourg and Portugal, 71%dii2% of their intreEU exports of goods respectively

are to their three largest EU partners, while Germany exports only 38% of & thiyaods

to its three largest & partners. This highlights that a feddit label accommodating up to

five languageswwol d cover the maj or i t-£Uteaded goads.h Me mb e

No change irpublic authority costs enforcement costss expected under policy measure
#15 as enforcement is already carried out to check compliance obfbldabels and
compliance ofdbels with official language requirements, for example as part of various
enforcemenprojects of the European Chemicals Agency

Policy measure #15 is expected to have a positive impact &umitteoning of the internal

market and competition as it will establish readability criteria on labels and clearer rules
on multilingual labels and help ensure their implementation is harmonised across all
Members States. Allowing wider use of multilingual labels will also level of the cost of

261 See  https://ec.europa.eu/eurostat/statisegplained/index.php?title=InttBU_trade_in_goods_
_main_features#Intr&U trade_in_gods by Member_State
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business across the By reducing the administrative burden on companies, which will
have a positive impact on competitiveness of EU businesses and promote the free movement
of goods.

The wider user of folebut multilingual labels would bring the greatest benefit to companies
operating across many Member States, which are typically large compEmegsition

of SME operation was discusseduring a 2014 workshop organised by the Eesp
Commission on the safe use of chemicals by SMEg addressethe challengeselated

to the implementation of CLP by SMEEhe restricted use of mulingual fold-out labels
was mentioned by stakeholders as an important challenge for SMEs bec#usdigh
administrative burden posed by the frequentalelling required when distributing a
product in multiple Member States. This indicates that wider use ebtdlthbels would
also bring significant benefit to SMEabout half of total savings eurelated to SMEs
(€12, 6232,700000, 000) .

As regards taonsumers and households price of consumer gogd®nsumers currently

are confronted withhe high levels of nhowompliance with the requirement under Article
17(C2) t Ishalt be Wriiténa thes offi¢ial language(s) of the Member State(s) where
the substance or mixture is placed on the mériete explanations abovdlthough the
reason for the infringements of Article 17(2) are not known, this may be in part due to the
cost of relabelling a product sold in multiple Member States beiagceived asoo high.

Wider use of foldout multilingual labels would reduce label costs, which is expected to
make it easier for companies to comply with the requirement under Article 17(2). Greater
compliance with official language requirements coupled with the establishment of minimum
readability criteria will improve communication of hazard information to consumers and
empower EU consumers and professional users through better access to more relevant an
understandable product information, leading to more informed decision making on the
purchase and use of chemical products.

Table99: Economic impacts

Impact Impact Positive or| Direct  or | Monetised | One off or
Category negative indirect Impact recurrent
. € 2-85
gﬁgﬂl:;ts of Ic_:%k;(te;hng (+) Direct million Recurrent
annualised
Public
. Enforcement , Not
Authority Costs (0) Direct quantified Recurrent
Costs
Level of
Functionin Enforcement Not
O;J ctio Ithge across (+) Indirect uantified Recurrent
Internal Member )
Market and E'r[:;es
Competition Movement of| (+) Indirect Not " Recurrent
guantified
Goods
Position of | Operation of : € 1-27.9
SMEs SMEs ) Direct million Recurrent
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Consumer
Consumers | Information, Not
and Knowledge, | (+) Direct tified Recurrent
Households | Trust or quan

Protection

Environmental impacts

Greater use of foldut multilingual labels coupled with improved readability criteria
improve the protection of environment This is because that would allow a greater number

of languages to be provided on product labels, which would increase the comprehension
rate of labels. Multilingual labels are important in ensuring that purchasers of products on
line from other Member &tes, and EU workers and citizens in Member States other than
their own, receive information on environmental hazards of products in their native
languagePolicy measure #15 is expected to have a neunmahct on resource useFold-

out labels consist ahultiple pages and subsequently use more paper in their manufacture
than onpack labels. However, as discussed below,-faitllabels improve planning and
reduce the amount of surplus labelling and packaging stock.

Greater use of foldut labels is expeetl to lead to a reduction labelling and packaging

waste as onpack labels would not have to bedesigned when products are sold in
multiple MemberStates Greater flexibility in planning and logistics resulting from a single
label, as opposed to migle labels, would result in less labelling and packaging being
scrappedAt the same time, a foldut label can also replace several traditional lalzéls.
previous discussions at CARACAL in 203% on the quality and design fifld-out labels,

there was greement on the importance of ensuring sufficient quality ofdokdabels, with

the exact manner in which the quality and robustness is ensured left to the duty holder. It
was agreed that guidance should state that theofdglthbel should be durable (e.g. by using
plasticised pages) and that it should be attached to the packaging in a robust way. Therefore,
some level of plasticisation of folout labels would be required, which would increase
plastic waste. It should aldme noted that foldut labels consist of multiple pages and
subsequently will use more paper in their manufactOneerall policy measure #15 is
expected to havergeutral orsmall positive impact on labelling and packaging waste.

Table100 Environmental impacts

Impact Impact Positive or | Direct  or [ Monetised |[One off or
Category negative indirect impacts recurrent
Impact on Not
Resource (0) Direct tified Recurrent
Sustainable | Use quan
consumptio Impact on
n and the Not
production  protection of (+) Indirect - Recurrent
the quantified
environment

262Eyropean Commission (2015): 18th Meeting of Competent Authorities for REACH and CLP (CARACAL)
—23-24 June 2015 CA/51/2015
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Waste Impact on

production, | Labelling Not

generation | and (0) Direct tified Recurrent
and Packaging quant

recycling Waste

Social impacts

The impact of the more frequent use of folat labels on thpublic health and safety and

health systemsis likely to be positive During previous discussions at CARACAL, the
value of multilingual labels has been expressed by several group members,tdee to
increasing amount of international internet sales and the growing number of workers active
across borders within the EU. Multilingual labels are important in ensuring that purchasers
of products ofline from other Member States, and EU workers arnidetis in Member
States other than their owreceive information on the human health hazards of products in
their native language. Greater use of fold multilingual labels would allow a greater
number of languages to be provided on product labels, wiwghld increasethe
comprehension raif labels andherebyimprove the protection of human health.

Policy measure #15 is unlikely to have implicationsarployment

Table101: Social impacts

Impact Impact Positive or| Direct or | Monetised One off or
Category negative indirect impacts recurrent
Public
health and

Impact on : Not
safety and human healtt (+) Direct quantified Recurrent
health
systems

Impact on

industry and
Employmen public (0) Indirect Not - Recurrent
t . guantified

authority

jobs

A summary of the cost and benefits of policy option #15 are presented below.

Summary of cost and benefits of polieyeasure#15

Costs- businesses

Total oneoff costs over a 2§ear period €64,000,000; €144,000,000
(mid-estimate:
€104,000,000)

Recurring costs every 1 year €24,000,000; €55,000,000
(mid-estimate:€39,500,000)
Total recurring costs over a 2@ar period €456,000,00Q;
€1,045,000,000 (mid
estimate:€750,000,000)
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PV of oneoff costs (20 years; 3%)

€86,036,106; €193,581,238
(mid-estimate:
€139,808,672)

PV of oneoff costs (20 years; 3%) (annualized)

€4,301,80% €9,679,062
(mid-estimate:€6,990,434)

PV of recurring costs (20 years; 3%)

€613007,253¢
€1,404,808,289 (mid
estimate:€1,008,907,771)

Total P\t costs- businesses

€699,043,35%
€1,598,389,527 (mid
estimate:€1,148,716,443)

Costsg public authorities

Total oneoff costs over a 2§ear period

Recurring costs every 1 year

Total recurring costs over a 3@ar period

PV of oneoff costs (20/ears; 3%)

PV of recurring costs (20 years; 3%)

Total P\g costsc public authorities

Total PV cost of policyneasure#15

€699,043,35%;
€1,598,389,527 (mid
estimate:€1,148,716,443)

Benefits (cost savingspusinesses

PV benefits businesses

Benefits (cost savingg)public authorities

PV¢ benefits¢ public authorities

Benefits- society

PV- benefits- society

Total OV- benefits

Net Present ValueNPV (PV benefitsPV costs)

€699,043,35%;
€1,598,389,527 (mid
estimate:€1,148,75,443)

A summary of the present value costs (3% discount) for policy measure #15 are provided

below.

Summary of costs and benefits (PV; 20 years; 3%) of policy option #14 by type

Costs

Businesses Administrations Society
Direct adjustment
costs
Direct 699,043,359;
administrative costs| 1,598,389,527 (mid

estimate:

1,148,716,443)
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Direct regulatory
fees and charges

Indirect costs

Benefits

Description |

Businesses | Administrations

| Society

Direct benefits

|

|

PoLiCY MEASURE #12:|MPROVING READABILITY

Note: Policy measure #12 is linked but not limited to policy measure #15.

CLP only includes general instructions concerning the formatting of the latielle 31

only specifies that:

the colour and presentation of any labelllsba such that the hazard pictogram stands out

clearly.

The label elements referred to in Article 17(1) shall be clearly and indelibly marked. They
shall stand out clearly from the background and be of such size and spacing as to be easily

read.

Guidancé®® by the European Chemicals Agency explains teatlability is determined by
the combination of font size, letter spacing,@pg between lines, stroke width, type colour,
typeface, widtkheight ratio of the letters, ttsirface of the material and sigodnt contrast
between the print and the background.

Readability has continuously beenoint for discussion, as highlighted by tbleemicals

Fitness Check which found evidence to indicate that labels can become overloaded with

information That makes it dficult for consumersnd workerdo focus on essential hazard
and use information, reducing the effectiveness of hazard communjgaaidicularly on
products supplied in small packaging and when multilingual labels are requireds
found thatconsuners and workers are often faced with unattractive labelstadthmuch
text in too small font sizein particular in relation to multilingual labels restricts the
comprehensibility of the information displayed.

In the Commission Expert Group on REACH adP further suggestions were made to

improve the readability of labels such as grouping information by language, or mandating a

logical order of the languages (e.g. alphabetical).

The unspecific rules also hamper enforcement efforts as different intégretare

possible e.
existing guidance, the problem persist, as the guidance is not legally binding. Without

g .

of

what

13

s1 ze

further action, the problem will persist or even increase.

and Despite the n g

263 Guidance on labelling and packagingatordance with Regulation (EC) No 1272/20Q8sion 4.2
March2021, https://echa.europa.eu/documents/10162/2324906/clp_labelling_en.pdf/89628@F8a

4024-86cc0b4052a74d65
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Policy mesure aims to improve the readability of the label, thus improving hazard
communication, by introducing legally binding rules in CLP. To this extent it is possible
Commission to amend Section 1.2 Annex | to introduce general provisions for a minimum
font 9ze and other provisions to improve the readability of the label, based on current ECHA
guidance.

Economic impacts

The impacts of this measure have not been separately assessed but in conjunction with
policy measure 15. As outlined therein, formattiaquirements would come together with
allowing a wider use of foldut labels. However, they would also apply to standard labels.

The aim of CLP is to ensure both a wielhctioning single market for chemicals and a high

level of protection of human helaland of the environment. To achieve this, information on

the hazards and safe use of chemicals must be effectively communicated to consumers and
endusers of chemical products, the primary vehicle for which is labelling. To ensure the
free circulation othemicals in the internal market, labelling of chemical products must not

be too onerous or represent an undue administrative burden, and labelling requirements
must be harmonised across the EU and internationally to prevent the need for different labels
for each national market. Setting clearer formatting rules for labels will provide a more level
playing field and limit competition over safety.

Adjusting to a new labelling format would incur init@nduct of businessost However,

as policy measure 18 not a stan@lone measure, the cost will occur anyway as a result of
other changes. Potential cost could also be compensated by taking advantage of the wider
possibilities to use foldut labels.It is not likely that policy measure 12 would have an
impact on the market size

Public Authority Cost are more likely to decrease because policy measure 12 will facilitate
enforcement with its clear rules. Clear rules also mean that there is less likelihood-for non
compliance.

Thefunctioning of the internal market and competition is likely to improve once policy
measure #12 enters into force. There may be a slightly positive impact due to an improved
level playing field.

SME did not express a particular opinion on policy measure #12.

Price of consumer goodareunlikely to be significantly influenced by policy measure #12.

Table102 Economic impacts

Impact Category Impact Positive or Direct or Monetised One off or
negative indirect Impact recurrent
Labelling Costs (0) Direct Not quantified | Recurrent
Conduct of Business | ¢
mpact on (0 Indirect Not quantified | Recurrent
market size
Public Authority Enforcement O] Direct Not quantified | Recurrent
Costs Costs
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- Level of
Functioning of the Enforcement
ggrgilmMaertlrt?;n acrosdMember (+) Indirect Not quantified | Recurrent
P States
Position of SMEs gl\r;leErsatmn of ) Indirect Not quantified | Recurrent
Consumers and Price of
Consumer O] Indirect Not quantified | Recurrent
Households Goods

Environmental impacts

Labels that are difficult to read pose a threat to the environment, as consumers and workers
may not be able to take note of the use and disposal instrudtiguesticular if they have

visual impairmentsWhile, it is not possible to quantify this effetttis likely that improved
readability will have a neutral or slightly positive impact on the environisetitresource

use.

Table103 Environmental impacts

Impact Category Impact Positive or Direct or Monetised One off or
negative indirect impacts recurrent
Impact on (o) Direct Not quantified| Recurrent
. Resource Use

Sustainable Impact on the

consumption and .

production t)hrgtectlon of (+) Indirect Not quantified| Recurrent
environment

Waste production Impact on

generation and Ig,z?:i!ni% and (0) Direct Not quantified| Recurrent

recycling Wasteg 9

Social impacts

Poorly legible labelsegatively affecpublic health and safety and health systemas
consumersand workeramay not be able to take not imfformation on the human health
hazards of the products they are purchaaimd usingln particular when they are having
visual impairmentsPolicy measure #laims to ensuréabels are legibleTherefore, the
policy measure will have positive impact o the protection of human health, but the
guantification is problematic and was not quantified in terms of public health.

Policy measure #Lis unlikely to have a noteworthy impact employmentand equally
unlikely to havea noteworthympact on the numbef public authority jobs.

Table104 Social impacts

Impact Category Impact Positive or Direct or Monetised One off or
negative indirect impacts recurrent

Public health and
safety and health
systems

Impact on

human health (+) Direct Not quantified| Recurrent
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Impact on
industry and
public
authority jobs

Employment (0) Indirect Not quantified| Recurrent

PoLicYy MEASURE #16CHEMICALS SOLD IN BULK TO CONSUMERS

Note: policy measure #16 includes actions on labelling exempti@héonicals sold in bulk

to consumers and in very small packaging. This chapter only addressed chemicals sold in
bulk to consumers. The labelling exemption for very small packaging is addressed in the
next chapter.

Policy measure #16 granta derogationfrom labelling obligations undethe CLP

Regulation for chemicals sold in bulk to consumers, such as fuel sold at filling stahns.
concerns cases where the chemical is direct
fuel tank) from where it is not intended to be removed by the consumer and where the
consumer cannot get in touch with the chemical due to the way the chentrealsferred

(i.e. nozzle entering the receptaclegnder thisderogation,t would suffice to provide a

labelon thepump for each of thehemicalslispensed via the related nozzleg. one label

for petrol and one label for diesel at a fuel pump)

Economic impacts

Policy measure #16 aims to clarify the ruhesv unpackaged chemicals suppliedbink to
consumersshould be labelledWhile CLP does not discriminate between forms of sale,
currently there is @ guidance ordedicatedlegal requirementdor the labelling of
unpackaged chemicad®ld to consumer@xcept for those covered by Article 29(3) which
currently only covers ready mixed cement and concrete in a wet Sthtgfore these
chemicals are often not labelled or labelled incorreebo because the current provision
are difficult to apply to such forms of sales given the absence of a packagiitgy measure

#16 would require suppliers of bulk chemicals to ensure compliance with any specific CLP
labelling requirementsAs policy measire #16represerg additionalconduct of business
costfor those suppliers that are currerthemicalsn bulkto consumerand not complying

to current rulesThe assessment of economic impacts below focuses on quantifying the
impacts of fuel labellings a case studyhis isbelievedto be by far the largest share of the
market butdoes not quantify the total impacts of labelling all unpackaged chemicals
supplied in bulk(i.e. not includingother fluids providedn bulk to consumersuch as
“AdBlue”).

A costeffectiveoptionwould be providing labelling as an extension to a receipt. However,
this may not be sufficient as consumers do not always choose to take a receipt and in these
instances, consumers would not receive labelling information. Althdlighcould be
combated by removing thaptionto decline a receipt being issued, this could face backlash
from consumers who are moving away from receipt due to environmental comestees

within CARACAL, the provision of a sticker at a fuel pump wiitle correct label elements

was deemed to represent a sufficient solution, and it would be left to the consumer to take
note of the sticker, or take home a copy of the sticker. It was stated at CARACAL that self
service filling stationshouldnot be requied to verify that every customer uses the sticker

on theirjerry can but they would be required to at least make the sticker availale.
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relevant to notehat in some Member States it is already obligatory to label the pumps
accordingly.

As of the &d of 2018, there were approximately 67,d0ng stations in the Et27
(FuelsEurope, 2019), the number of individual fuel pumps being several times greater.

A recent impact assessment by the UK Department of Transport (UK DOT, 2019) on the
adoption ofstandard labels for ¢htype and biofuel content of road transport fuels in
response to the EU's Alternative Fuels Infrastructure Directive (AFID) provides a central
estimate of 239,212 for the number of fuel nozzles in the UK in 2019, based on information
provided by associations from the automotive and fuel industry. The impact assessment
provided a <cos€&l .r3a6n gteo olfa b€elOl. 1a4 s i-pogniof f uel
€0.75 (estimates converted to Euros and 202

As of 2019, the UK had population of 66,647 112, which is approximately 15% that of the

EU-27 (446,446,444) (Eurostat, 2019). If we use this proportion to extrapolate the number

of fuel nozzles in the UK to give as estimate of the number in the EU, it gives an estimate

of approxmately 1,520,000 million fuel nozzles. When dividing this figure of the number

petrol stations in the EQ27 from FuelsEurope, it gives an average of roughly 24 fuel nozzles

per station, which based on 3 nozzles per fuel pump (2 petrol; 1 diesel), waubdfggure

of 8 pump per stations on average, which is considered a realistic estimate. 1.6 million fuel
nozzles would give a-G€§2,l60b7%,0200C gb asoesd oonf tERe
above, with a central e s tnewnfuel rozzle fabel§€ are 2 0 0, 0
expected to be one off cost. Following initial labelling, replacement labels would be factored

into maintenance of branding schedules with only marginal additional costs expected.

An additional cost incurred by fuel retaileveuld be the integration of the labels into their

existing pointofsalebrandin. Est i mates form the UK DOT (20
fuel station (estimate converted to Euros and 2021 prices), although it notes that smaller

filling stations will spad significantly less and not choose to incorporate labels into existing
branding. Therefore, a median estimate of
converted to Euros and 2021 prices). Thiswinddd cost of €10, 385, 000,
fuels dations across the EBlowever, including the label in existing branding would be a

voluntary business choice, in addition to a simple label that would suffice to comply with

policy measure 16. Therefore, this cost is informative but not relevant foimtpesct

assessment.

A further cost highlighted by the UK DOT (2019) is the cost of training staff to understand

the labelling information and help answer any queries from fuel pump customers. Using the
time taken for training legal and accounting staff psoxy for training sales ahcustomer
service occupations, the UK DOT arrived at
(estimate converted to Euros and 2021 prices). Based on 67,000 fuel stations across the EU,
this would equatetoa costofappro mat el y €1, 122, 250.

The costoutlined abovevould only occur in Member States that do not already require a
labelling of the pump and only where multinational chains do not label their pumps anyway
as part of their corporate polidyurthermore, it needs be taking into account that policy
measure #16 would not mandate a label per nozzle. Typically, one label of petrol and one
label for diesel on the pump would suffice, independent of the number of actual nozzles per
fuel type. Therefore, those cost astitions constitute a maximum.
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Public authoriti e enforcement costare influenced by the fact that theme currently no
dedicatedabelling obligations forchemicals sold in bulk to consumasader the CLP
Regulation Therefore, enforcement activities in this area are curredeglyendent on
national ruleslf labelling obligations are imposed though amendment of the legal text of
the CLP Regulation, the supply dédiels will become an additional area in need of
enforcemehin Member States that do not have such rules@Gensequently, the level of
resources needed by enforcement authorities is expected to increase under policy measure
#16.

The ECHA (2019f) REACHE N- FORCE-6 (REF 6) project on
carried out 194 inspections as part of an option modulexemptions from labelling and
packaging requirements. This optional module targeted mixtures supplied in small
packaging, which have specific labelling rules under CLP. If specific labelling rades f
chemicals sold in bulk to consumerre established, a similar level of enforcement is likely

to be sufficient as that carried out on mixtures supplied in small packaging. Therefore, we
can use the number of inspections carried out on mixtures suppetall packaging as a
proxy to estimate the cost of enforcement diiliehemicals. This gives a recurring cost of
€170(5%59246 x €-8itéiAspection)lt isonat expected that a specific enforcement
project on refill chemicals would occur eyegrear and, therefore, the annual cost would be
even lower (a factor 3 is applied providing a cosgpproximately€57,000 per year per
enforcement project).

Policy measure #16 is expected to have a positive impact fumitteoning of the internal

market and competitivenes. The policy measure aims to clarify rules on the labelling of
chemicals sold ibulk to consumersvhich will help ensure that all Member States take the
same approach regarding compliance of bulk chemicals with CLP. This is exiuelotdg

level the playing field for businesses across the EU by ensuring they are all subject to the
same compliance costs. The positive impact is expected to be very weak as the oil sector
(NACE C19.2) is dominated by a few large companies, with the gedwanover in 2018

being €562,000, 000 (Eurostat, 2018) . Theref

be significant to competition.

Labellingchemicals sold in bulk to consuméssot expected tbave a negative impact on
the operation of SME as suppliers of fuel are typicallyout not exclusivelylarge
multinational companie®r cooperativesand therefore SMEs are not expected to be
significantly or disproportionately impacted.

Table105 Economic impacts

Impact Impact Positive  or| Direct or| Monetised | One off or

Category negative indirect Impact recurrent
Fuels
Oneoff cost

Conduct of | Labelling . of

Business Costs ) Direct €11, 70 Oneoff
€13, 70

Public

, Enforcement , Approx.
étcj)tsl‘;grlty Costs ) Direct €57,000 pef Recurrent
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enforcement
project
Functioning | Level of
of the | Enforcement Not
Internal across (+) Indirect - Recurrent
Market and | Member quantified
Competition | States
gﬁﬂsllztlson of g&eErstlon of (0) Indirect Et?;-[mtifie d Recurrent

Environmental impact

So far, legal clarity on the labelling of unpackaged chemicals is only provided by Article
29(3) andguidanceby the European Chemicals Ageray labelling and packaging related

to that provision. Since no specific provisions exist for fuels and similar cases, these
chemicals are often not labelled or labelled incorrectly. THugeases thenvironmental

impact of such saleas consumers are tgrovided with information on the environmental
hazards of the products they are purchasing. Policy measure #16 would require all suppliers
of bulk chemicals to ensure they are labelled and packaged correctlybyheoéicy
measure #16 will havesdightly positive impact on the protection of the environment.

Policy measure #16 is expected to have a neutral impattstainable consumption and
resource useas it foresees the requirement for suppliersha@micals inbulk to ensure
their products are g@popriately labelled and package¥ks this would happenonceat the
level of fuel pumpit is not expected to createnateworthy impacin the resource use and
packaging waste
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Table106 Environmental impacts

Impact Impact Positive or| Direct  or | Monetised | One off or
Category negative indirect impacts recurrent
Impact on Not
Resource (neutral) | Indirect tified Recurrent
Sustainable | Use quan
consumptio | Impact on
n and | the Not
production | protection of (+) Indirect . Recurrent
the guantified
environment

Social impacts

Currentlypublic health and safety and healttsystems can be negatively affected because
there is 1w dedicatecjuidance or legal requirements for the labellighemicalssold to
consumersn bulk. Thereforethese chemicals are often not labelled or labelled incorrectly.
This reduces the level of protection for human health as consumers are not provided with
information on the human health hazards of the products they are purchasing.

Policy measure #16 is hlikely to have any significant impact @mploymentlevels The
additional cost of conducting business is expected to be negligible.

A summary of the costs and benefits of introducing labelling for fuels is provided below

Summary of cost and benefits giolicy measure#16 (fuel labelling)
Costs- businesses
Total oneoff costs over a 2§ear period

€11,700,00Q; €13,700,000
(mid-estimate:€12,700,000)

Recurring costs every 1 year
Total recurring costs over a 3@ar period
PV of oneoff costs (20/ears; 3%)

€15,728,476;€18,417,104
(mid-estimate:€17,072,790)
€786,424¢ €920855 (mid
estimate:€853,639)

PV of oneoff costs (20 years; 3%) (annualized)

PV of recurring costs (20 years; 3%)
Total P\t costs- businesses

€15,728,476;€18,417,104
(mid-estimate:€17,072,790)

Costsg public authorities
Total oneoff costs over a 2§ear period

Recurring costs every 1 year €57,000
Total recurring costs over a 2@ar period €1,083,000
PV of oneoff costs (20 years; 3%)

PV ofrecurring costs (20 years; 3%) €1,455,892
PV of recurring costs (20 years; 3%) (annualized) €76,626

Total P\g costsc public authorities
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Total PV cost of policyneasure#16 (fuel labelling) €17,260,994; €19,949,622
(mid-estimate:€1,455,892)

Benefits (cost savingspusinesses

PV benefits businesses

Benefits (cost savingg)public authorities
PV¢ benefits¢ public authorities
Benefits- society

PV- benefits- society

Total OV benefits

Net Present ValueNPV (PV benefitsPV costs) €17,260,994; €19,949,622
(mid-estimate:€1,455,892)

A summary of the present value (3% discowuyts and benefits afitroducing labelling
for fuelsis provided below.

Summary of costs antlenefits (PV; 20 years; 3%) of policy measuré&#abelling fuels)
by type

Costs
Businesses Administrations Society
Direct adjustment
costs
Direct €15,728,47&; €1,455,892

administrative costs| €18,417,104 (mid
estimate:€17,072,790)

Directregulatory
fees and charges
Indirect costs

Benefits
Description | Businesses | Administrations | Society
Direct benefits

PoLicy MEASURE #16CHEMICALS IN VERY SMA LL PACKAGING

Note: policy measure #16 includes actions on labelling exemption for chemicals sold in bulk
to consumers and in verymall packaging. This chapter only addresses the labelling
exemption for very small packaging. The labelling exemption for chemicals sold in bulk to
consumers is addressed in the previous chapter.

CLP currentlyrequiresthat chemicals in very small packag should be labelled and the
environmental hazards communicated to-aadrs. However, the applicability of CLt®&

some chemicals in very small packaging is contested by some industry actors. For example,
EWIMA is of the opinion that writing instrument®.g. singleuse pens/markers) are
considered as articles according to the definition laid down in the EU regulation REACH,
and, therefore, CLP would not apply (EWIMA, 2017). Whereas it is of the understanding
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of the European Chemicals Agency and the Casion that writing instruments are

‘“mi XxXtures in containers’ , ™ Meeting of vCormpegtenta di s «c
Authorities for REACH and CL#¥* “COM replied that it is of
instruments are mtures in a container and that the ntainer constitutes packaging

pursuant to Article 2(36) of CLP. However, the notion of packaging under CLP does not
necessarily spill over iTheCommissidiusubseguemly: ¢ k a gi
followed up by siting that they would not fepen ths discussion in CARACAL as long as

no new information becomes available which

Policy measure #l6grants an exemption from labelling obligations undéne CLP
Regulationfor the inner packaging ahemicalssupplied in very small packaging (below

10 ml), by extending the current exemption provided under Article 29, which currently only
applies tochemicalsused for scientific R&D or quality control analysis, to @tlemicals

that exhibit less severe hazarés it is currently already the case for chemicals used for
scientific R&D or quality control analysishé exemptiorwould be granted subject to the
condition that the inner packaging is contained witlirouter packaging that meets the
requirements of Aicle 17.Writing instruments and other chemicals supplied in very small
packaging that contain chemicals that exhibit more severe hazards remain covered by all
current obligations in CLP (i.e. Article 29). However, it is assumed that only a small
proporton of writing instruments contain chemicals that exhibit more severe hazards.

Economic impacts

A position paper by EWIMA (2017provided information on theost of conducting

businessin response to discussion held previously on the labelling of wiitstguments

at CARACAL. The papereports that manufacturers of writing instruments would have one

of f costs of -bEe7t, weleOn, 0EADNO0 0a,n0d0 Dannual *ecurri
€14,000, 000 to comply with CLP labelling pr

Assuming the cost identified for writing instruments would apply to othgmroducts
containinghazardouschemicalsin very small packaging that are currently unlabelled,
policymeasure#16oul d lead to a cost savfindg, GG, nhQ c
per manufacturer.

Data received from the Open PubBionsultationestimated the number of products placed
on the market which contaimazardous chemicals very small packaging to deetween
735 million and 898 million, which would all not require labelling under this policy option.
Over 95% of these are writing instruments, such as fJéresefore, a labelling exemption
will significantly reducdabelling costs.

EWIMA (2017) also repds that because of the low sale price of pens, typically around
€0. 15 per p etarm practice of selling théno as gingle items, labelling and
packaging costs would be too expensive and would mean that certainssiluieriting
instruments wold have to be withdrawn from the market.

Public authority cost are the result ofrdorcement activitieshatare currently carried out
to check the compliance @hemicalssold in small packaging. For example, the REF

264European Commissio2018): 27th Meeting of Competent Authorities for REACH and CLP (CARACAL)
-18 June 2018 CA/72/2018
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enforcement project carried out 194 checks on mixtures sold in small packaging. If an
exemption was granted for these produetfprcement in this area could be reduaad

resources could be diverted teeasof higher relevance for health and the environment
Based on the cost est i msiteispecton, th&€ REFprdiectr c ar r
on mixtures 1n small packaging 1s estimated
present the cost gad on enforcement under policy measure #16. not expected that a

specific enforcement project on refill chemicals would occur every year and, therefore, the
annual cost would be even lower (a factor 3
per enforcement project).

The introduction of a labelling exempticand a clarification of the applicable rules
chemicaldn very small packaging is expected to have a positive impact dartbgoning

of the internal market, as labelling rules would bmore harmoniously applieacross all
Member States. The removal of the labelling obligation would also reduce the cost of
business and reduce barrier to trade, particulasrf@il items such ggens sold in multiple
Member States,as it is practically not possible to apply multilingual labels the inner
packaging of such small itendsie tothelimited space.

The position of SME is that thecosts of complying with current CLP labelling provisions
are significantandplace a very high administrative berdon any SME. Policy measure
#16 provides an exemption from labelling amould, therefore have a significant positive
impact on SMEs.

As mentioned previously, the cost of complying with current CLP labelling provisions
would lead to an increase in thege of writing instruments and could see certain writing
instruments withdrawn from the market and no longer available to consumers. Policy
measure #16 wou)dherefore have a positive impact on tipgice of consumer goodss

price increases would no longer be necessary. Price increases for other products containing
chemicalsin small packagingg.g essential oils, superglsidighters, printing inks) have

higher price points and therefore are not expected to be impactiedrbased consumer
prices, and the increased production cdsis to labellingcan be more easily absorbed.

357



Table107: Economic impacts

Impact Impact Positive or| Direct  or | Monetised | One off or
Category negative indirect Impact recurrent
Oneoff cost
saving of
€500, 0
€7,000
Labelling : per Oneoff &
Conduct of | Costs (+) Direct manufacturer Recurrent
Business Annual cost
savings  Of
€4, 0090
€14, 00
Product : Not
Withdrawal (+) Direct quantified Recurrent
Public Approx.
Authority CE:r(;fS(i;cement (+) Direct €57,000 costl Recurrent
Costs saving
Functioning | Level of
of the | Enforcement Not
Internal across (+) Indirect - Recurrent
Market and | Member quantified
Competition | States
Position of | Operation of . Not
SMEs Sl()/lES (+) Indirect quantified Recurrent
Consumers | Price of Not
and Consumer (+) Indirect ntified Recurrent
households | Goods qua

Environmental impact

Policy measure #16 would have a positive impactesource useand packaging and
labelling waste as the use of stickers, leaflets, blister cards, and additional packaging would
in most casesolongerbe needed to meet CLP labelling provisidngormation presented

in previous sections estimated that between 734 and 898 million products containing
chemicals in very small packaging were placed on the EU market in 2019. Over 95% of
these are pens and writing instruments. Although the quantity of these products that are
currently sold as single unpackaged and unlabelled items is not known, if thevevaa

small percentage of the total, a significant amount of additional packaging and labelling
material would be required for them to remain on the market without policy measure #16.

The CLP Regulation currenthequiresthatall chemicalsin very smallpackaging should
be labelled and the environmental hazards communicatethsomersPolicy measure #16
sets exemptions faertainchemicalsmeaning information oanvironmental hazardswill

no longerbe communicateth cases where environmental hazaads relevanf{unless the
hazards of the chemical in questiexhibitsseverehazard} which might reduce the level
of protection for the environment, as emsers would have limited information on safe use
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and disposalThis may havea slight negativeimpact on environmental protection is
expectedHowever, this impact is expected to be small in reality because these items are
already today largely sold without a label and the quantities in question are small (although
accumulated e.g. over all writinginstruments not insignificant). Furthermore, the
exemption would not apply for chemicals with more severe hazardhe flipside this

small reduction of the level of protection for the environment is probably offset by the
significant savings on reacce use and waste that would be necessary when ensuring
compliance with CLP without policy measure #P&. policy measure #16 would clarify

rules on these chemicals and, therefore, a greater rate of labelling is expected for the
chemicals that remain swgt to labelling because they exhibit more severe hazards. This
means better communication of information on environmental hazards, which will increase
the level of protection for the environment, as-esdrs will have more information on safe

use and digosal.Furthermore, producers or producers of writing instruments that contain
chemicals with more severe hazards might be encouraged to substitute those chemicals due
to market pressures. Therefore, overalpositive impact on environmental protectien i
expected.

Table108 Environmental impacts

Impact Impact Positive or| Direct  or | Monetised | One off or
Category negative indirect impacts recurrent
Impact on Not
Resource (+) Direct tified Recurrent
Sustainable | Use quantitie

consumptio Impact on

n and the Not

production  protection of (+) Indirect . Recurrent
the quantified
environment

Waste Impact on

production, | Packaging Not

generation | and (+) Direct ified Recurrent

and Labelling quantifie

recycling Waste

A summary of the costs and benefitegémpting labelling of items in very small packaging
are presented below:

Summary of cost and benefits of poliecgeasure#16 (labelling of very small packaging)
Costs- businesses

Total oneoff costs over a 2§earperiod
Recurring costs every 1 year

Total recurring costs over a 2@ar period
PV of oneoff costs (20 years; 3%)

PV of recurring costs (20 years; 3%)
Total P\t costs- businesses

Costsg public authorities

Total oneoff costs over a 2§earperiod
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Recurring costs every 1 year

Total recurring costs over a 3@ar period

PV of oneoff costs (20 years; 3%)

PV of recurring costs (20 years; 3%)

PV of recurring costs (20 years; 3%) (annualized)

Total P\g costsg public authorities

Total PV cost of policyneasure#16 (labelling of very small

packaging)

Benefits (cost savingspusinesses €76,500,000; €273,000,000
(mid-estimate:
€174,750,000)

PV benefits businesses €102,840,033¢
€366,997,763 mid-estimate:
€234,918,893

PVbenefits¢ businesses (annualized) €5,142,002¢ €18,349,888
(mid-estimate:€11,745945)

Benefits (cost savingg)public authorities €1,083,000

PV¢ benefits¢ public authorities €1,455,892

Benefits- society

PV- benefits- society

Total O+ benefits

Net Present ValueNPV (PV benefitsPV costs) €104,295,92%;
€368,453,656mid-estimate:
€236,374,79)

A summary of the present value (3% discount) costs and benefits of exempting labelling of
items in very small packaging are presentedwel

Summary of costs and benefits (PV; 20 years; 3%) of policy measure #16 (labelling
by type
Costs

Businesses Administrations Society
Direct adjustment
costs
Direct
administrative costs
Direct regulatory
fees and charges
Indirectcosts

Benefits
Description | Businesses | Administrations Society
Direct benefits
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Direct €102,840,033; €1,455,892
administrative cost €366,997,763 (mid
savings estimate:€234,918,898

STAKEHOLDERS VIEWS ON PoLicy OPTION 2

With regard the policy options 2 related to hazard communicatiomgtipondentso the

open public consultatiogenerally welcomed the consideration to allow a broader use of
multilingual fold-out labels and introduce tailored labelling rules where there is insufficient
space on the packaging. Thpen public consultatigriargeted stakeholder survegad
interview respondents emphasised the importance of proper arrangement of content on
labels- effectively using small packaging space by prioritising visual information, reducing
the volume of information on the label, etc.

Furthermore,targeted stakeholder survegsd interview respondents emphasised the
importance of proper CLP labelling of refill chemicals to ensure that customers get all safety
information. Similar concerns were raised in the discussion during CARACAL meeting and
in the written feedback.

STAKEHO LDERS VIEWS ON SPECIFIC PRODUCTS: CLP LABELLING OF
AMMUNITION

Under the public consultation, the defence industry sector providesitton paper related
to CLP labelling of ammunition and requested to:

1 Have a general exemption to place UFI code(s) amamitionsince there would be
no added valuan terms of providing emergency health resppnse

1 Adjust the labelling requirements for ammunition in order not to label the immediate
packaging layecontaining it but the outer onép ensure good functioningnd
security;

91 Providefor a CLP labelling exemption in deployment scenarios of camouflage
needs

1 Better regulate the SDS requirements applying to articles by proposing a specific
format.

The Commission did not assess the specific impacts of this request since it wanted to keep
policy options at a general basiand not sector limited as well as due to time constraints.

Moreover, the Commission understands that this request is veoy spetific and does not
have impacts on the overall CLP labelling system.

MONITORING

For some specific objectives of the revisiohthe CLP Regulatiora number of additional
streams will also beamportant
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EU barometer surveythesesurveys provide very useful information on haeil informed

citizens/consumers feel about the dangers and safety of chemicals and on their level of

understanding of labelling. As the ladt) Bbarometesurvey found that about 55% of the
interviewers felt ot well informed, it is proposed that after 5 years from the entry into force
of the new measures a new survey incluo@sespondingjuestions to assess progress.

EU enforcement projects: the level of compliance with CLP rules is régul@nitored by

the Forum for Exchange of Information on Enforcement (the Forum), a network of
authorities responsible for the enforcement of the REACH, CLP, PIC, POP and Biocidal
Product regulations. The Forum has been driving in the past years a nunidbémade
enforcement studies (led bye European Chemical Agencwhich have been instrumental
to identify the level of norwrompliancewith the CLP Regulationacross Member States.
Those studies were also widely used for the evidence collected famfrasti assessment,
in particular to identify the communication gaps on labelling and the implementation gaps
for online sales and imported articles. As @leemicals Strategy for Sustainabiléyso
prioritises those areas for further action by Member Statel the Forummonitoring

progress on thosgreast hr ou g h

t ar get eshouldtake plan€Thosedatat i v i t i

will also feed the overall enforcement and compliance indicéitatsare currently under
developmenas part of the future framework efdicators on chemicals.

PRACTICAL IMPLICATION S OF THE OPTION OR SUB-OPTION

Summary of costs and benefits

Table109 Comparison of measures for rexrd communication.

. : Key impacts Benefit/cost .-

Options Effectiveness Economic Social_|Environmental ratio Efficiency |Coherance
PO2a Limited Minimal Minimal Minimal Very limitedLow Not relevan
Update/prepareextension dpositive positive positive benefits with ver
guidance clarifications limited costs
PO2b High —  inNegative cosjHighly Slightly Positive High Not relevan
Improving and|tackling absendfor businegpositive positive (more
making morelof labels ang€ 0 .-0364 (increased |information
flexible existingimproved hazaimillion safey available 1
labels communication|Negative information |users)

impacts for forfavailable t

size users)

(undetermined)
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Annex 13- Digital labelling

INTRODUCTION & CONTEXT

On top of the detailed section on labellidgfiex 12), this Annex focussespecifically on

a new area of amendment to the CLP Regulation, which looks at possibilities of providing
certain labelling elements digitally. As this area of labelling intervention was supported by
a comprehensive and separate Impact Assessment supstuilyg it is presented in a
standalone Annex.

Context

During the course of 2019, the European Commission published the Fithess Check of the

most relevant chemicals legislatfén(excluding REACHh er e after ‘the Fitn
This evaluation provides eomprehensive assessment regarding the performance of the EU
chemicals legislation in light of its objectives of protecting human health and the
environment, ensuring the efficient functioning of the single market and enhancing
competitiveness and innovaiti. While concluding that legislation is overall fit for purpose,

it also pointed to several issues with current labelling requirements and hazard
communication measureSertain findings (among others) showed that:

1. there is room for simplification in theommunication of hazard and safety
information to consumers and for improvement in terms of its effectiveness and
efficiency; and

2. the use of innovative digital tools for the communication of such information is
currently suboptimal.

3. there are some re@ibry overlaps, which lead to confusing and overloaded labels.

Digital labelling under the CLP Regulation was investigated in the broader context of the
European Green D&%, t he European Union’s strategy
neutral and circulaeconomy by 2050 and the EU industrial stratéffpr a competitive,

green and digital Europe which published on 10 March 2020 to address the twin challenge

of the green and the digital transformation. Further, this initiative aims to contribute to the

high level European Commission priority (20290 2 4) of a “ Europe fit
as the Commission 18 determined to make thi

265 REPORT FROM THE COMMISSION TO THE EUROPEAN PARLIAMENT, THE COUNCIL, THE
EUROPEAN ECONOMIC AND SOCIAL COMMITTEE AND THE COMMITTEE OF THE REGIONS
Findings ofthe Fitness Check of the most relevant chemicals legislation (excluding REACH) and identified
challenges, gaps and weaknesses (COM/2019/264 finahttps://euslex.europa.eu/legal
content/EN/TXT/?qid=1561530857605&uri=COM:2019:264:FIN

266 European Commission, 2019,The European Green Deal Available at: https://eur
lex.europa.eu/resource.html?uri=cellar:b828d168211ea8clf
0laa75ed71a1.0002.02/DOC_1&format=RPDF

267 European Commission, 2020, A New Industrial Strategy for Europe. Available at: https://eur
lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A52020DC0102
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Europe is strengthening its digital sovereignty and setting standards withsaofoclata,
technology, and infrastructure

Further, 1in the context of the European Gr e
a sustainable climate neutral and circular economy by 2050, the EU industrial strategy for

a competitive, green arttigital Europe was published on 10 March 2020 to address the
twin challenge of the green and the digital transformation. Also in the context of the
European Green Deal, the Chemicals Strategy on Sustainability was published on 14
October 2020 and it setdjectives to ensure a better protection of human health and the
environment from hazardous chemicals, as well as to boost innovation for safe and
sustainable chemicals, and to enable a transition to chemicals that are safe and sustainable
by design.n orer tofurtherachieve the goals of the European Green QOkal Circular
Economypackage antheproposal for a Regulation on Edesign for Sustainable Products

was adoptedon 30 March 20228 The proposakstabliskes a Digital Product Passport
(DPP)which will hold information on all regulated produ@sdtheir value chais. The
objective of the DPP is to support sustainable production, to enable the transition to circular
economy, to provide new business opportunities to economic actors, to suppomems

in making sustainable choices and to allow authorities to verify compliance with legal
obligations. This initiative is particularly relevant faigital labelling under CLPhecause

it foresees the mandatory adoption of digital ways of communicatiogmation about
products including those covered by CLP

The safe aml sustainable use of chemicals within the Sustainable Development Goals

Improving the regulatory framework of chemicals to better protect human health and the
environment is also inrle with larger economic, societal and environmental challenges and
objectives, such as the United Nations’ 203
defines the Sustainable Development Goals (SDGSs).

Firstly, protecting consumer health as setoutenthEur opean Uni on’s Cher
for Sustainability, contributes tbe SDG 3 which aims to ensure healthy lives and promotes
well-being for all, at all ages. More specifically, target 3.9 sets a goal to substantially reduce

the number of deaths andnisses from hazardous chemicals and air, water, and soll
pollution andcontamination by 203Migitalisation offers opportunities to reach more and

in particular vulnerable consumer better. Digital labels would facilitate the integration of
labelling information in digital tools that assist e.g. elderly or disabled consumers.
Digitalisation also dfers opportunities to provide more language versions of labels, in

addition to those that are obligatory on the physical label.

Secondly, the objectives of the Chemical Strategy for sustainability is to better protect the
environment also relate to SDGwhich aims to ensure the availability and sustainable
management of water and sanitation for all, and more specifically to target 6.3, to improve
water quality by, among other things, eliminating dumping and minimizing the release of
hazardous chemicals dmaterials by 2030.

Finally, the regulatory framework for chemicals should also contribute to the fulfilment of
SDG 12, to ensure sustainable consumption and production patterns, and more specifically,

268 European Commission, 202€ommunication on making sustainable products the ndwailable at:
https://ec.europa.eu/environment/publications/communicatiakingsustainablgproductsnorm_en
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to target 12.4 which aims for environmentally soomthagement of chemicals throughout
their cycle and to reduce their release into air, water, and soil in order to minimize adverse
impacts on human health and the environment.

The importance of chemicals and waste management to adhie\5DGs is also ghed

with the overall objective of the Strategic Approach to International Chemicals
Management (SAICM3%® Supported by the United Nations Environment Programme, the
SAICM is an international policy framework to promote chemical gafatund the world,

and support the sound management of chemicals throughout their life cycle to minimise
their adverse impacts on the environment and human health.

Legal basis:

Article 114 of the Treaty on the Functioning of the European Union (TEEtd)nfers upon
the EU instiutions the competence to lay down appropriate provisions which have as their
object the establishment and functioning of the internal market.

Regarding consumer protection, Article 169 TFEU provides that, to promote the interests
of consumers and ensuméhigh level of consumer protection, the Union shall contribute to
protecting the health, safety and economic interests of consumers, as well as to promoting
their right to information, education and to organise themselves in tordafeguard their
interests, and that these objectives can be reached through measures adopted pursuant to
Article 114 in the context of the completion of the internal market.

Therefore, according to Article 114 TFEhtroducing any digital labelling under the CLP
regulationis subject to the shared competence of the EU. In this situation, Article 5 TEU
and the principle of subsidiarft} provide that the Union shall act only if, and in so far as,
the objectives can be better achieved at Union level than by Member States.h8ince t
objectives of the regulations concerned in this study necessitate common provisions
throughout the EU, Article 114 TFEU can serve as the appropriate legal basis for this
initiative 272

Subsidiarity: Necessity of EU Action

The simplification of labelling requirements for chemicals and the udeyibél labelling

aim at improving consumer understanding and awareness of chemical labels, by making
optimal use of digital tools to communicate product information. The overarchjactives

are to ensure that all consumers in the EU enjoy a high level of protection when using
chemical products while taking into account the curdegitalisationtrend.

210 Treaty on the Funiining of the European Union. Available at:https:/eur
lex.europa.eu/resource.html?uri=cellar:2bf1488f8-4ab2b506
fd718266da6.0023.02/DOC_2&format=PDF

2" Treaty on European Union. Available bttps://eurlex.europa.eu/resource.html?uri=cellar 24fbfa3fs-
4ab2b506fd71826e6da6.0023.02/DOC_1&format=PDF

22Recital 2 of the CLP Regulation provides that “th
substances, mixtures and those articles can be achieved only if the requirements applibabiedtw not

di ffer significantly between Member States?”. This 7re
Regulation.
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Currently, there is room for improvement in terms of the understanding andreesarof
chemical labels across the EU. EspeciaByhe classification, labelling and packaging of
substances and mixtures under the CLP Regulasidrarmonised at Union level, it is
appropriate that the digital labelling under the same regulatiomcento be regulated at

EU level to achieve their objectives, i.e. to increase the protection of consumers while
ensuring the free movement of chemicals in the internal market.

At the same time, national action and/or absence of EU level action coulelinezatalities

and asymmetries between the protection of consumers in different Member States. It could
also increase costs for industry to adapt to different labelling requirements in different
Member States and hinder the good functioning of the intenmsaket for chemical
productsDiffering approaches would also make it more difficult for consumer to obtain the
relevant information.

EU action is also needed because of the strong-barsler dimension of the problem: as
explained above, Europe is thecend largest chemicals producer in the world and
chemicals products supply almost all sectors of the economy. It is estimated that around 543
€ billion worth of chemicals are produced
in part to the CLP Reguian, and to sectespecific regulations such as the Detergents
Regulation. The magnitude and crdmsder nature of the sector indicate that action in this
sector should be taken at EU level.

Subsidiarity: Added value of EU action

The added value of Edction is to improve the current legislative framework at the EU
level to address the problems identified in this Annex, while also taking into account the
current market developments of the sector.

Specifically, the digital readiness of the EU regulativynework surrounding chemical
products cannot befficiently tackled at national level and needs to be harmonised in order
for industry to reap the benefits of digitalisation in the communication of product
information.Also EU action will ensure that cemmers have the same access to information
wherever they purchase or use chemical products in th@lJuse of digital tools is not
limited to a single Member State, and rules fit for the digital age are needed across all of
Europe to foster crodsorderactivity and competition. Digital improvements to the current
legislation, such as including the possibility for some labelling requirements to be provided
digitally, could improve the functioning of the internal market and the protection of
consumers ithey are undertaken at EU level.

Finally, the added value of EU action also lies in the existence of economies of scale in the
chemical industry. The harmonisation of labelling requirements across the EU allows
manufacturers to use mulihgual labels antb distribute the same products (with the same
label) in more than one Member State.

PROBLEMS AND DRIVERS

As demonstrated by the Fitness Check, even if chemicals legislation is overall fit for
purpose, there are still several issues with current lagetiequirements, reducing the
effective communication of hazard and safety information.
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The link between problems identified their drivers and consequences is visualised in the
problem tree below:

Figure 80: Problem tree

Drivers

Driver 1: Digitalisation
of labels

The current regulatory
framework does not
regulate or incentivize
the use of digital tools

Driver 2: Framing of
information on labels
The sub-optimal
framing of the
information on labels
discourages consumers
from looking at the
information and using it.

Driver 3: Regulatory
overlaps

Legal overlaps and
inconsistencies
between CLP and
Detergents regulations

Problems

Problem 1: Use of electronic labels is
inferiorto its potential use in the
market of chemical productsand
detergents

Problem 2: Difficulty to understand
label information

- Low understanding of chemical
labels, with significant variations
across Member Statesand user groups

Problem 3: Labels overloaded with
information

- Overlapping and duplicated
statements

Findings of the Fitness Check

Consequences

Forthe environment:
Decreased safe-use and
product disposal may lead
to negative environmental
impacts.

Frequent reprinting of
labels in case of updates
may lead to negative
environmental impacts

Forconsumers:
Misunderstanding of
chemical labels may lead

» to the inappropriate and

unsafe use of products,
and/or sub-optimal
purchasing decisions

Forindustry:

Labelling requirements in
the current regulatory
framework (including
overlaps and
inconsistencies)results in
a high administrative
burden for businesses

The Findings of the Fitness Check showed that chemical legislation is overall fit for purpose,

but proposed several suggestions for improvement, including in the communication of
hazard and safety information. Based on thecBp&urobarometer survé§ number 456

the Fitness Check reportsthas [/ ow [ evel of wunderstanding o
and precautionary statements pa&ttially due

The level of understanding is influenced by theoant of information on chemical labels.

This is affected by having too much text or technical language that consumers are not
familiar with, text in multiple languages, as well as repeating text caused by overlaps in
legal requirements (e.g. between, Cafd Detergents Regulation and/or the Cosmetic
Products Regulation). The Fitness Check also pointed out that the current approach to the
labelling of allergens could be improved so that consumers are better protected and informed
in case of allergies. TheitRess Check further identified the opportunity to improve the
communication of product information by including the use of technologies such as QR
codes. Potential burden reduction for SMEs, were also presented as potential benefits of

273 Special Eurobarometer 456, 2017. Availablehétpsi/europa.eu/eurobarometer/surveys/detail/2111
24 Findings of the Fitness Check of the most relevant chemicals legislation (excluding

REACH) and identified challenges, gaps and weaknegs@sAvailable athttps://euflex.europa.eu/legal
content/EN/TXT/PDF/?uri=CELEX:52019DC0264&from=EN
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increased use of gital technologiesPotential burden reduction for SMEs, as well as an
improvement of enforcement and compliance by the relevant competent authorities (e.g.
Market Surveillance Authorities, customs) were also presented as potential benefits of such
improveaments.

Problem drivers

Three key problem drivers to the current labelling requirements of CLP, in the context of
digital labelling have been identified:

1. Market development:

Since the entry into force of the CLP regulation, digitalisation has led wetredopment

of new labelling technologies which are not adequately captured by the current scope of the
regulatory framework. Currently no mention is made in the regulation of the possibility to
use elabelling solutions to communicate product informatiorusers. This is despite the
increasing use in Europe of mobile devices and intéfAdthe digital readiness of the
regulatory framework surrounding chemical products needs to be addressed in order for
industry and consumers to reap the benefits of digptgon in the communication of
product information.

2. Suboptimal framing of information on labels, discouraging consumers from reading
and using it:

A second driver identified in this study is theb-optimal framing of the information on
chemical labelsdiscouraging consumers from looking at the information and using it

In particular, two characteristics have been identified: the complexity of information
provided for the average consumers, and the use of-limgjtial labels leading to the need
for smdl font size.

Someof the information provided on chemical labels contains technical and scientific
terminology, not used in the dag-day lives of consumers. This creates a lack of
understanding of the link between this chemical terminology and theiningein the
context of the label (i.e. their properties in the product). In particular, the use of chemical
names casometimede seen as an obstacle for consumer understanding of chemical labels.

At the same time, the behavioural ekment conductetbr this study shows that, overall,
consumers are able to interpret the Status Quo Label correctly (i.e. regarding hazards) and
that CLRrelevant information items are rated as both easy to understand as well as easy to
find. These resudtcan also be elgined by the fact that in the experiment, consumers were
incentivised to read the label, thus increasing their understanding in comparisortde day
day situationsThis suggests that one attention is paid to finding the relevant lapellin
elements and ezling them carefully, overall they are effective. Digitalisation could help
with that by moving less critical information from the physical label to the digital label, so
that information caibetterbe found.

Secondly, the Fitness Check pointed out tt@tsumers and workers do not understand
some of the CLP pictograms (in particular GHS@&s cylingerand GHSO7 exclamation

215 Eurostat, Digital Society statistics at regional levehitps://ec.europa.eu/eurostat/statistics
explained/index.php?title=Digital_society_statistics_at_regional_level#Internet_users
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mark pictograms). Similarly, in the Special Eurobarometer participants were least familiar
with the serious health hazard symb@0% reported having seen the symbol befoaad

only 17% understood the exclamation mark symbol. This was confirmed by some
stakeholders during the interviews for this study. At the same time, it should be noted that
the purpose of pictograms is to datattention and complement the text on the label. They
also work, to a certain degree, on their own, for people that are illiterate, so that they realise
that they may have to seek more information. Therefiores not necessary that the
pictogram is fuly understood. Additionally, for professional users who should be more
knowledgeable about pictograms, they can provide a quicker means of communication
compared to reading the text.

Furthermore, under the CLP Regulation, the legal requirements spetifgfttrmation on
labels should be available in the official language(s) of the country in which the product is
distributed. While this makes multilingual labels mandatory only in countries with more
than one official language, such labels are a commartipean the industry across all EU
countries.

Multilingual labels are used to achieve economies of scale, by allowing the industry to
distribute one product with the same label across several countries. This is especially useful
in smaller countries (e.in the Baltic countries). Thus, multilingual labels save money and
material, they allow for flexibility in planning, and they reduce waste. In addition, it was
highlighted that separate production for each market might be so complex that companies
could cecide to abandon smaller markets. However, the use of several languages to comply
with labelling requirements also takes more space on labels and leads to a smaller font size
to be used to communicate informati@amd makes information more difficult tondl.

3. Regulation overlaps, duplications and inconsistencies

The third driver concerniegal overlaps, duplications, and inconsistencidsetween the

CLP and Detergents regulatiéffs These issues are due to the fact that the Detergents
Regulation was designed before GiW&sdeveloped by the United Nations, and therefore
before the CLP Regulatioantered into forceThese overlaps are explained below to
extensively illustrate the pbtem of understanding chemicals labels, however, it should be
noted that such overlaps will be addressed in the sectorial legislation (i.e. in this case in the
Detergents Regulatidff) and not in the horizontal regulation (CLP).

This driver can be dividehto 3 issues:

First of all, under the CLP, ingredient substances that present certain hazards must be
included on the product label using a chemical name (e.g., -btkcylbenzene
sulfonate), whereas under the Detergents Regulation ingredients carietleuhsler a
generic name (e.g., anionic surfactant). Complying with the labelling requirements of both
Regulations results ithe listing of the same ingredient twice, and in some cases using
different names

278 A full legal analysis was conducted duritigs study and is available in Annex 13c.

217 Regulation (EC) No 648/2004 of the European Parliament and of the Council of 31 March 2004 on
detergents. Available at: https://dex.europa.eu/legal
content/EN/TXT/PDF/?uri=CELEX:32004R0648&from=EN.
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Secondly, the Detergents Evaluation revealethes legislative overlaps between the
Detergents Regulation and the CLP with regard to the labelling of allergenic fragrances.
Other overlaps also exist e.g., on the labelling of surfactdaisd allergenic preservatives
when CLP thresholds are met.

Thirdly, the Detergents Regulation requires the label to include the allergenic fragrances
listed in Annex Il to the CPR and which are added to detergents at concentrations exceeding
0.01% by weight. The labelling of these fragrances shall be done using eéhsatianal
Nomenclature of Cosmetic Ingredients ("INCI names"). In parallel, the CLP requires the
inclusion of skin sensitiset? (i.e., allergenic substances like preservatives and fragrances)

in the list of ingredients that need to figure on the prodoeliwhen they are present above
certain threshold5.These thresholds are different from the thresholds provided in the
Detergents Regulation. As most allergenic fragrance ingredients under the Cosmetic
Products Regulation are also classified as skin sensitisers under the CLP, this may lead to
the labellingof the same substance twice, once following the Detergents Regulation and
once following the CLP.

The three drivers above lead to three overarching problems:

Thepotential of electronic labels is not fully exploitedn the market of chemical products
anddetergents.

There is acertainlack of awareness and understanding of chemical labeis the EU,
which can be an issue for consumer health.

Chemical labelscan becomeoverloaded with information and they could be streamlined
and simplified to facilitateheir understanding and reduce the administrative burden for
industry related to labelling requirements.

Each of these problems are described below.
Problem definition

Problem 1:The potential oélectronic labels is not fully exploited in the markethofroical
products and detergents.

Due to the lack of regulations or incentives in the chemical legislative framework to use
digital tools, the use of electronic labels is currently inferior to is potential use in the market
of chemical products and deterggn

Indeed, besides the obligation for manufacturers to provide a full ingredient list on a website
under the detergents regulation, the CLP and the Detergents regulations do not include the
possibility to use digital labelling solutions to communicatelpod information to users.

Therefore, the current use of digital labelling for chemical products, including detergents,
is only limited to ad hoc voluntary initiatives by manufacturers, and it remains
unharmorsed across Europe.

218 A full legal analysis was conducted during this study and is available in Annex 13c.
219 Special Eurobarometer 456, 2017. Availableh#tps://europa.eu/eurobarometer/surveys/detail/2111
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Problem 2:Difficulty for consumers to understand the hazard and safety communication on
chemical labels

One of the problems that needs to be tackled is the current low understanding of chemical
labels among consumers in Europe, with significant variation across user groups and
Member States.

In Special Eurobarometer 456, less than half of respondents (45%) felt informed about the
potential dangers of chemicals in consumer products. In consultations carried out for this
study, all stakeholder groups (except public authorities)catdd that the clarity and
understanding of chemical labels could be improved. Similarly, during interviews, a
majority of stakeholders from both the business sectors and consumer associations stated
that chemical labels as they are now are not well sholed by consumers, for a variety of
reasons.

Furthermore, consumer understanding of chemical labels is very heterogeneous across
Europe. Indeed, in the Special Eurobarometer survey, Northern Europeans reported feeling
more informed compared with Southdétfuropeans. This heterogeneity was also highlighted
during the interviews where, for example, two stakeholders from both the business and
consumer sectors highlighted the fact that in Denmark there is a high awareness and
understanding of chemical labedsnong consumers. This can be explained by a highly
educated population, consumer associations and national authorities that actively inform
consumers, and a higavel of digital literacy with consumers willing to look for further
information online.

Finaly, understanding of chemical labels also varies between consumers and professional
users and industrial workers. All categories of stakeholders pointed out that there is a clear
difference in understanding of hazard and safety instructions communicatéetroical

labels between these different user groups. This difference is explained by the fact that
professional and industrial workers are trained to understand the information on the label
and that they have access to additional tools (e.g. the Safetysbeet). Moreover, around
two-thirds of companies also provide additional training on chemical products or
substances, e.g. on hazards or precautions of safely using these products. A combination of
these measures explains the higher level of unders@mafi chemical labels among
professional users and industrial workers compared to the consumers.

Problem 3: Labels overloaded with information

Subproblem 1: Overlapping and duplied ingredients

The current labelling requirements in the CLP Regulation can lead, in some cases, to an
overlap or a redundancy of information between ingredientsUnder CLP, ingredients

that present a chemical hazard should be included on the product label using tisalchem
name (e.g., MEAdodecylbenzene sulfonate), whereas under the Detergents Regulation
ingredients can be listed under a generic name (e.g., anionic surfactant). Complying with
the labelling requirements of both Regulations results in the labelling séthe ingredient

twice, and in some cases using different names.

The Detergents Regulation requires the label to include the allergenic fragrances listed in
Annex Il to the CPR and which are added to detergents at concentrations exceeding 0.01%

371



byweighton deter gents’” labels. The labelling
International Nomenclature of Cosmetic Ingredients ("INCI names").

In parallel, the CLP requires the inclusion of skin sensitisers (i.e., allergenic substances like
presevatives and fragrances) in the list of ingredients that need to figure on the product
label when they are present above certain thresholds. These thresholds are different from
the thresholds provided in the Detergents Regulation, the latter being lawehé&former.

As most allergenic fragrance ingredients under the Cosmetic Products Regulation are also
classified as skin sensitisers under the CLP this may lead to the labelling of the same
substance twice, once with its INCI name following the DetesgBeigulation and once
following the CLP with its chemical name.

Addressing this redundancy could increase the efficiency of hazard and safety
communication on chemical labels and improve their understanding, and reduce
administrative burden.

A full analyss of the legal overlaps, inconsistencies and duplications can be found in Annex
10c.

Subproblem 2: A lot of information communicatéfttough written texts

In addition to legal inconsistencies, the sagiimal framing of information as described in
driver 2 also contributes to overloaded labels because a lot of information is communicated
through written text which takes a lot of space on labels.

Information overload makes it difficult for users to focus on the most relevant information
on the label. In padicular, the long hazard (H) and precautionary (P) statements orr multi
lingual labels can result in a significant amount of information that can become difficult to
read and understand. In addition, the overload of labels lead to texts being writteyn in ve
small print/font size which hampers readability. While mlittjual labels foster the single
market and they can be beneficial economically for businesses, the overloaded label clashes
with consumer protection by hindering 1ab

Furthernore, while a lot of information are written on the labels, it can be argued that
consumers spend little time reading the information provided on chemical labels. According
to a study commissioned by A.l.S.E, consumers spend 22 seconds on average to read
chemical labels, irrespective of the contéft.Interviews conducted for this study
confirmed that consumers usually spend only a few seconds reading labels, except in case
of accidents. In comparison, the behavioural experiment for this study showed that, on
average, 62 seconds for laundry detergeit &8 seconds for the glue were required for
consumers to answer a set of questions about the content of the label. For both products,
there was a positive and significant relationship between the time spent reading the label
and the chances of a correoswer to questions on product hazards. In summary, without

an incentive to do so, consumers do not spend sufficient time reading the current chemical
labels to understand them. This can lead to gaps in consumer protection, especially in

280 Maggie Geuens, Dominic Byrne, Geert Boeije, Virginie Peeters and Bert Vandecasteele, 2021,
“Investigating the effectiveness of simplified 1
detergents”. International0111d/jcs12662. of Consumer St
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conjunction with sme labelling requirements, such as long written statements, that are
difficult to understand quickly.

Magnitude and EU dimension of the problem

The magnitude of the problems described above can be first assessed by looking at the size

of the chemicals seat in Europe, and therefore at the size of the market of impacted
products.Europe is the second largest chemicals producer in the world with 499 billion

euros (7,5% of EU manufacturing by turnoyeand 14,4% of global saledn terms of

allocation acros Europe, two thirds of these sales are made in four Member States:
Germany (32,1%), France (13,5%), Italy (10,7%) and the Netherlands (81/9%ddition,

the sector is responsible for the direct employment of about 1,2 million people in Europe

and it spplies almost all sectors of the economy (textiles, construction, agriculture,
transport, healt h, hygiene, housing, food..)
input to other industrial sectors.

The important place of the chemical sector in the pean economy and the use of
multilingual labels to allow for economies of scale and to foster the internal market in
Europe contribute to the EU dimension of the problems described above. More information
on the size of the market of chemical products ihi& provided under the description of

the baseline in Chapter 5.

The extent to which European consumers are impacted by the above mentioned problems
also needs to be considered. According to the Special Eurobarometer 456, less than half of
respondents (4%) felt informed about the potential dangers of chemicals in consumer
products. Similarly, the behavioural experiment shows that for the current label, the
objective understanding of product hazards, precautionary measures and ingredients were
rather poor.

Finally, since only voluntary industry initiatives exist at EU level to use digital labels, there
are only ad hoc practices by manufacturers, and therefore a very limited and inconsistent
use of such labels across all EU Member States.

Stakeholders affeted by the problem
The (sub)problems identified lead to a variety of consequences:

Consumersthe apparent lack of understanding of the information on chemical labels is a
significant issue as these #@ne primarytool for communicating the hazards asat&i with

the use of certain products. Misunderstanding of their meaning may lead to the inappropriate
use of products, potentially resulting in negative impacts to human health and/or the
environment. Indeed, the main sources of information for consuarerthe potential
dangers of chemicals are product labels (used by 70%) and the medig{58%ck of
understanding of chemical labels by consumers, leads to a lack of awareness about the
dangers of chemicals, with a potential detriment for their heattisafety.

Environrmenti n addition to the i1impacts on c¢cons umeg
products can have negative effects on the environment, especially if the rules on dosage or

281 Special Eurobarometer 456, 2017. Availableh#tps://europa.eu/eurobarometer/surveys/detail/2111
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disposal of the product, as communicated on the label, arespetcted. Understanding of
chemical labels is therefore of primordial importance to ensure a sustainable use of chemical
products in the environment.

Industry:a cumulative costs assessment study found that certain chemical industries, in this
case the detgents industry, faces a relatively high administrative burden to comply with
EU legislation compared with other sabctors within the EU chemicals indust?y.

Further, an evaluation of the detergents regul&tfdound that labelling requirements are

an important part of such administrative burdens and concluded that, in light of the above
challenges, there may be a need to consider more innovative communication approaches to
reduce information overload and to bleaconsumers to access additional information on

the properties of products and on their safe lmsgarticular, the use of digital tools was put
forward as a possible solution.

How will the problem evolve?

Without any interventions, the problems desetilabove will continue to exist, and to have
social, economic, and environmental consequences.

The foreseen revisions of CLP and the Detergents Regulation could have a positive impact
and contribute to diminishing the problems related to the understasfdiagard and safety
information by consumers and labels overloaded with information in the future. However,
without any interventions to regulate and promote digital labelling, its use will remain
inferior to its potential, with dispersed ad hoc praatiog manufacturers across Europe.

The description of how the problems will evolve in the future without intervention is further
expanded in the Chapter 5, in the description of policy option 0.

The ongoing developments in the context of the Digital PriodRassport and the
development of a GHS framework for digitalisatimeans that eventually there would the
risk of future inconsistencies or shortcomings in EU legislation.

OBJECTIVE S

The general objective of the digitalisation of labelling requirements under the CLP
regulation igo ensure and improve consumer safety, in light of the digitalisation trend

In other words, the policy options developed under this initiative must enbigleea or at

least the same level of safety for consumers using chemical products, while allowing
industry and society to reap the benefits of digitalisation for chemical labels.

This general objective is in line with the objectives of the CLP Reguldat@nsure a high
level of protection of human health and environment as well as the free movement of

282 European Commission, 2016, Cumulative cost assessment faitUtt@hemical Industry. Final Report.
https://ec.europa.eu/docsroom/documents/17784/attachments/1/translations/en/renditionSipelf  also
A.LS.E Facsheet, Findings for the detergents and maintenance products industry.
https://www.aise.eu/documents/document/20161024164027
cumulative_cost_assessment_aise_factsheet_oct_2016_final.pdf

283 Commission Staff Working Document, Evaluation of Regulation (EC) No 648/2004 of the European
Parliament and of the Council of 31 March 2004 on detergents:
https://ec.europa.eu/docsroom/docurs£36289
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chemical substances, mixtures and certain specific articles, while enhancing
competitiveness and innovatié.

This general objective is also aligned witie general Treatipased objective of good
functioning of the internal market and protection of consumers as enshrined in the TFEU
and with the CGemabjectiveitoomakesEurdpe fit gor the digital age,
allowing citizens and businesses in@&oe to seize the potential of digitalisati3p.

More specifically, the objective of this annex is to explore the possibilities of setting up a
future proof regulatory framework allowing the use of digital tp@ed to improve
consumer understanding and aeness through improvecbommunicabn of product
information.

The public consultation on the revision of the CLP Regulation found that respondents across

all stakeholder groups believe the inclusion of digital labels such as QR codes to be useful,

and ageed that there would be cost savings from providing some mandatory information
digitally rather than physically on the packaging. In particular, respondents providing
position papers across all staKWhelidewzegs d
supprted digitalisation of labels to improve communication of relevant product
information, even though it was highlighted that care must be taken as not all users may

have access to digital information.

Furthermore, concerning chemical labelling in geneta, public consultation on the

revision of the CLP Regulation found that, when given the option to provide less but clearer
information on l abel s or ‘as mu ¢ h infor mat
indicated that they would prefer less but cleandormation. In addition, companies and

business associations in particular (but also some citizens, public authorities and civil
society organisations) expressed concern that hazard and precautionary statements need to

be simplified.
BASELINE
Establishing a baseline

The baseline scenario allows for a comparison of the expected effects of the identified policy
options against environmental, economic and social trends, as well as legal and political
developments, including on global level. In particullae, implementation, in the European
Union, of the latest GHS revision and the activities stemming from the Strategic Approach
to International Chemical Management, in particular related to waste management.

For the forecast analysis, a-g8ar period fothe projections has been considered.

The following chapters describe the current situation concerning the critical developments
in the EU population, technological uptake of consumers and enterprises and the size of the
chemical industry in the EU.

284Recital 1 of the CLP Regulation.
285 European Commission, A Europe fit for the digital auéps://ec.europa.eu/info/strategy/priorit@319
2024/airopefit-digital-age_en
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Populaion

Developments in the EU population described in the paragraph below are highly important
to this study considering the prospects of using digital labels in the future by vulnerable
consumers. Analysis of using digital labels needs to be performedria t& considering

the impact of digital labels to the consumers with visual, hearing and mobility impairments
as well as older consumers, or consumer with limited to no access to the internet.

Concerning vulnerable consumers, the population of the Eurdpeian is ageing rapidly.
According to Eurostat data, physical and sensory functional limitations increase by age
group: on an average 26.8% of population experience a form of limitation (e.g. seeing,
hearing or walking). This share increases to 37.1%hfmage group above 75 years?id

As an example, at current projections, assuming a constant share of over 75 years olds with
physical and sensory functional limitations, the number of EU citizens affected would
increase from 16.2 million in 2020, to &dllion in 2030 and 25 million in 2040. This trend

is 1in line with one of the “megatrends ide
“Increasing demd®raphic imbalances?”

According to Eurostat projections, the overall population in the EU27 is expedightly
decrease in the 2¢ear period taken into account, from around 447,7 million (2020) to 446,7
(2040). However, more significant changes are expected in terms of age composition. In
particular, the share of the population above 65 years oldhwii2020 accounts for 21%

of the overall population, is expected to increase to 28% in 2040. In particular, the
population above 75 years old, which today accounts for 45 million citizens, should increase
by 11 million by 2040.

Figure 71: Physical and sesory functional limitations by sex, age and eational attainment level
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-l !
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®From 65 to 74 years 75 years or over

Source: Eurostat ([hlth_ehis_plle]), VVA elaboration

Technological uptake of consumers

Technological uptake is relevant for the analysis of a regulatory intervention that would
entail the use of electronic labels on chemical products. For this analysis we have considered
statistics on the use of the internet in the last 3 months. The trends that are described in more

286 Most recent Eurostat data available for the year 2014.
287 See:Increasing demographic imbalances | Knowledge for policy (europa.eu)
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detail in the paragraphs below correspond to one of the megatrendn t he Co mmi s s
Megatrends Hub namely “Accelerating techno
According to the latest Eurostat d&§ the percentage of individuals increased
considerably in the last 10 years, going from 72% of the EU27 populat@dl12 to 89%

in 2021. This technology update has seen a strong increase also amongst older groups of
citizens. The percentage of individuals in the age group between 55 and 64 years old
increased by 34% between 2012 and 2021 and doubled the percentagjeidfials in the

age group between 65 and 74 years old (from 28% in 2011 to 61% in 2021). According to

this trend, it is expected that in the next 10 to 20 years nearly the whole EU27 population

will use the internet regularlyrurther, digital inclusia is an EUwide effort to ensure that

everybody can contribute to and benefit from the digital world. The EU is fostering digital
inclusion through several policy areas, including digital skills and social inclusion. The use

of electronic labels could bd particular relevance for online purchases. According to most

recent data on-€eommerce , the share of European population that reported having made

an online purchase in the previous 12 months, in 2021 was 66%. A share that decreases
from an average of 8% for the age groups between 16 and 34 years old, to 54% for the

age group 55%4 and around 35% for the age group-B%. According to a trend analysis,

however, it is expected that, at this rate, the share should increase up to 100% in less than

15 yeardrom now.

Another relevant aspect of the technological uptake relevant for the definition of the baseline
for this study is the percentage of EU27 population that uses a smartphone. This is
particularly relevant if the proposed electronic labels wouldirediie use of these devices
able to scan and access data provided online.

According to the latest available d&tfsthe percentage of EU27 population that accessed
internet with the use of a mobile phone was 71%. Lower shares for older groups of citizens
(i.e. 45% in the age group5% years old). Also this indicator has shown a steady increase
in the last 10 years. However, the data in this case are also strongly influenced by the
availability on the market of mobile devices with internet capabilities.

These trends suggest that, in the nex2Q@ears, the share of the population accessing the
internet via mobile phone will increase substantially. This assumption, however, does not
necessarily imply universal access or smartphone use: as mentioneccdnsiwaner
organisation, people living in remote areas where internet is not available, or economic
reasons may mean that some population groups remain digitally excluded. Any regulatory
change, must therefore ensure that safety standards are not lower@ay frategory of
stakeholder.

Technological uptake of enterprises

Digitalisation of businesses is a critical aspect for the uptake of electronic labels by
enterprisesAs for consumershe trends described beloware 1 at ed t o t he Com
Megatrendd u b namely “Accelerating technologica

Statistics show a small, but steady, increase of the share of companies that have a website.
More importantly, is the data on the percentage of enterprises that use their website to

288 Eurostat, Individuals internet use [isoc_ci_ifp_iu]
28 Eurostat, Individuals mobile internet access [isoc_ci_im_i]
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provide description of goods and services and pricedistsunts t®G2%acrossall sectors,
and76%for chemical manufacturers. This is a good indicator of the potential readiness of
businesses for the uptake of electronic labels.

Figure 81: Digitalisation of enterprises
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Moreover, data from 2021 shows that 78%of businesses use websites to provide
information about their products or services and their prices. This share increases to 94%
amongst manufacturers of chemical prodtfétsn addition, 76% of manufacturers in the
chemical sector, provide online descriptions of their goods and/or price lists.

For what concerns digital tools and innovative communication methods, it is important to
take into account the following aspects:

1. Industry experience with online ingredient information according to the
Detergents Regulation, manufacturers already have the obligation to publish on a
website the ingredient datasheet of their products. This means that manufacturers
already deliver actities related to the collection of information and publication of
these data online. The costs related to the collection of these information should not
be additional for the provision of electronic labels;

2. Increased market penetration of digital toolssuc as barcodes, QR codes and
websites to convey product information. This trend has increased the awareness of
consumers on the use of these tools. In particular, during the recent pandemic, QR
codes have been widely used, for example as an integral pdm¢ &U Digital
COVID certificate. It can, therefore, be assumed that a large share of the population
is familiar with the use of this technology;

3. The GHS has embarked on defining a framework for digital labelling which
would be followed by implementationat EU level Discussions started in 2019
regarding the possibility of digitaation of information for chemical products.
Thus, even in the absence of a direct intervention at EU level now, digital labels
might eventually be introduced in the EU markietotigh a revision of GHS
standards. Preparing EU businesses early will allow spreading investments over a

2% Digital economy and society statistics, Enterprises with a wefisiie _ciweb]
291 Digital economy and society statistics, Enterprisih & websitdisoc_ciweb],Manufacture of chemicals
and chemical products (10 or more employees anebsgioyed persons).
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longer period of time and provide a competitive advantages once the relevant GHS
standards become applicable;

4. Increased rules at EU level on communation of product information via
digital tools (i.e. for the labelling of wine , electronic instructions for use of medical
devices and digital labelling for batteries ), as well as the upcdmgil Product
Passport(under the Sustainable Productsiative) will set out the rules for digital
provision of suitability criteria of products. These parallel initiatives on the
introduction of digital labels in the EU suggest that electronic labelling would be
introduced for chemical products even if noedity related to a revision of the CLP
or Detergents regulations; and

5. Theindustry is already startingvoluntarily develop and use digital labelsvhich
could lead to market fragmentation (i.e. a multitude of different systems at national
level or even acompany level) if no common framework is established.

Chemical Sedor Statistics

Analysis of the current size and magnitude of the chemical industry in the EU is crucial to
understand the market that is affected by the problems outlined in Chapter 2 and would be
subject to the policy options. The size and structure of this markétawvil a strong impact

on the economic costs and benefits that any regulatory intervention entails. As described in
more detail in the tables below, throughout the EU, there are over 21 thousand chemical
enterprises, directly employing over a million of Eitlzens and generating over a billion

EUR of turnover annually. These statistics, however, do not take into account the businesses
that are indirectly linked to the chemical industry, eitherampdownstream in the supply

chain (e.g. retailers) and shoulterefore be seen as a very conservative estimate of the
market size.

For the analysis conducted in this study, in particular concerning impacts on costs, the
sectors in scope are the ones subject to CLP and Detergents Regulations, in particular
manufactirers of chemicals and chemical products (NACE C20), manufacturers of coke
and refined petroleum products (NACE C19), manufacturers of rubber and plastic products
(NACE C22).

In particular, according to the NACE rev.2 classification, the sectors in acepe

Manufacture of refined petroleum products (CLP)

Manufacture of other inorganic basic chemicals (CLP)

Manufacture of other organic basic chemicals (CLP)

Manufacture of plastics in primary forms (CLP)

Manufacture of synthetic rubber in primary forms &L

Manufacture of paints, varnishes and similar coatings, printing ink and mastics
(CLP)

Manufacture of soap and detergents, cleaning and polishing preparations (CLP and
Detergents)

Manufacture of explosives (CLP)

Manufacture of glues (CLP)

Manufacture oessential oils (CLP)

Manufacture of other chemical products n.e.c (CLP).
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Manufacture of basic iron and steel and of fatlloys (CLP)

The table below presents market data in terms of the number of enterprises, turnover,
production value, value added aretrgpns employed.
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Table110 Chemical sector statistics 2018
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Manufacture of 1. 88.185.8159.4844.264, ¢224. 1
basic chemical

Manufacture o0l79 4.7554.5609 1.167,2 7.225
rubber in prim
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varnishes and

printing ink a
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polishing prep

Manufacture of 501 2.0801.936 830, 2 12. 98
Manufacghuesof 481 4.3603. 962 1. 152,7 13.97"7
Manufacture of 773 7.3797.085 2.257,7 20. 65!
Manufacture of 3.96 62.2052.499 15.230, :!119. 7¢
products n.e.c

Manufacture of 2. 61¢161.6159.8529.308, (331. 6]
steel fa wadloloofy s 4

Source: Eurostat

Amongst the sectors iscope, the manufacture of chemicals and chemical products is the
largest with a total number of enterprises close to 28.000 in 2018. Most of these companies
are SMEs as shown in the table below.
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Table111: Number of enterprises ksjze (2018)
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Under the baseline scenario no further policy intervention would be introduced. The purpose

of the baseline is to have a comparison for the estimate for the impactsotieh@olicy
benefits
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The findings of a legal analysis, the interviews, and the behavioural experiment, conducted

under the VVA 2021 studpn digital labeling®®? findings indicate that the labelling

requirements of the CLP Regulation are still relevant in fulfilling their objective of
communicating hazard and safety information as well as use instructions to users. More
specifically, the legal analysis showiisat the labelling provisions of the Detergents
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Regulation are
will be added to the CLP requirements.

For what concerns digital tools and innovative communication methodsmip@tant to

take into account the following aspects:
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1. The increased market penetration of digital tools such as barcodes, QR codes and
websites to convey product information. This trend has increased the awareness of
consumers on the use of these toaisparticular, during the recent pandemic, the
use of QR codes has been widely used, for example as integral part of the EU Digital
COVID certificate?®?

2. The GHS has embarked on defining a framework for digital labelling. Potentially,
in case of a definitiof an international GHS framework on digital labelling, a
subsequential implementation at EU level would followDiscussions have started
in 2019 regarding the possibility of digitalisation of information for chemical
products?®* Development on this topisuggest that, even in absence of a direct
intervention at EU level, the use of digital labefl have to beintroduced in the
EU market though a revision of the GHS standards.

3. Increased rules at EU level of the communication of product informatiatigital
tools (i.e. for the labelling of wirf&, electronic instructions for use of medical
deviceg® and digital labelling for batterié¥), as well as the upcoming Digital
Product Passport (under the Sustainable Products Initffiwd)ich will set out the
rules of digital provision of suitability criteria of products. Parallel initiatives on the
introduction of digital labels in EU suggest that electronic labelling could be
introduced in EU for chemical products even if not directly related to a revision of
the CLP or Detergents regulations;

4. The industry is already starting to develop and use digital labels which could lead to
market fragmentation (i.e. a multitude of different systems at national level or even
at company level) if no common framework gablished.

All of these developments point towards the fact that digital labels will be necessary in the
future to present and/or sell products online, and that therefore, the costs to develop these

293 EU Digital Covid Certificate:https://ec.europa.eu/info/liveork-traveleu/coronavirusesponse/safe
covid-19-vaccineseuropeans/edigital-covid-certificate_en

294 (AC.10/C.4) ECOSOC Suzommittee of Experts on the Globally Harmonized System of Classification
and Labelling of Chemicals (38th session). Report availablgtps://unece.org/info/events/event/19153

2% Regulation (EU) 2021/2117 of the European Parliament and of the Council of 2 December 2021 amending
Regulations (EU) No 1308/2013 establishing a common organisation of the markets inwagtiputiducts,

(EU) No 1151/2012 on quality schemes for agricultural products and foodstuffs, (EU) No 251/2014 on the
definition, description, presentation, labelling and the protection of geographical indications of aromatised
wine products and (EU) No 82013 laying down specific measures for agriculture in the outermost regions
of the Union, available at: https://leurlex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A32021R2117&qid=1645715904558

2% COMMISSION IMPLEMENTING REGULATION (EU) 2021/2226, of 14 December 2021, laying down
rules for the application of Regulation (EU) 2017/745 of the European Parliament and of the Council as regards
electronic ingtuctions for use of medical devices, available at: https:leueuropa.eu/legal
content/EN/TXT/PDF/?uri=CELEX:32021R2226

297 proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
concerning batteries and waste batteries, repealing Dee2®06/66/EC and amending Regulation (EU) No
2019/1020, COM/2020/798 final, available at: https:Hewreuropa.eu/legal
content/EN/TXT/?uri=CELEX%3A52020PC0798&qid=1639045049210

2% Work in progress, for more information please see: https://ec.eurdptof8aiv/betterregulation/have
your-sayl/initiatives/12565ustainablgroductsinitiative_en
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digital labels will occur in any event. However, with@ucommon framework at EU level,
the market fragmentation would likely lead to higher costs.

Regarding the use oflabels, this policy option would foresee no changes in the status quo
meaning that industry would continue to provide mandatory informatigphysical labels.
Manufacturers would continue to adogaeels according to their own preferences and with
no specific measure regarding the type of IT solution to be used, or the quality of
information provided.

Physical vs electronic label undtre baseline

In the current regulatory framework, the use of electronic labels is not regulated, thus,
manufacturers are not allowed to replace (partially or totally) the physical labels with
electronic ones.

The use of dabels is voluntary and not regtéd. As previously mentioned, however, some
requirements already existféru t y Hhatlaré relevant for our analysis, in particular:

Safety Data Sheets that need to contain the labelling information of the CLP Regulation
pursuant to Article 31 of tHeREACH Regulatiomeed to be provided tsuppliers who place

a substance or mixture on the mafk&tThis is increasingly (but not always) done in an
electronic manner;

Under Aticle 40 of CLP, manufacturers or importers, or a group of manufacturers or
importers, are obliged to notify information to the European Chemicals Agency (ECHA) on
the substances they place on the market;

Under Aricle 45 of CLP,downstream users and importers are obliged to notify nationally
or to ECHA relevant information to provedemergency health response, which shall be
received by national appointed bodies (poison centres).

These processes involve largely or fully the digital processing and/or communication of
labelling elements. Therefore, wes s u me t ha't there 1s already
related to notifications to be carried out electronically for duty holders due to the provision

of information under CLP Articles 40 and 45 to a public authofitys implies at least that

duty holdes have the relevant labelling elements on the substances and mixtures they place
on the market already available in an electronic format and that it is unlikely that additional
significant cost for digitalisation of physical labels will occur

Descriptionof PolicyMeasures

The legal analysis, the interviews and the behavioural experiment provided the basis for the
identification of the policy options to simplify and streamline current labelling
requirements, and to introduce the use of digital toolpdois of the labels falling within

the scope of CLP and the Detergent Regulations.

299 See Article 31 of the REACH Regulation read in combination with Annex Il of that Regulation.
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Policy measure 0: No new policy actions

Under this measure, no further policy intervention would be introduced. The purpose of the
baseline is to establish a benchmark asgfaivhich the impacts of the other policy options
can be compared,

The findings of the legal analysis, the interviews, and the behavioural experiment, indicate
that the labelling requirements of CLP are still relevant in fulfilling their objective of
communicating hazard and safety information to users. The legal analysis suggests that the
labelling requirements of the two Regulations (detergents and CLP) complement each other
as both Regulations aim to protect the health of consumers, industrial andiprafbgsers.

Indeed, as described above, the European chemical legislation is spearheaded by the
REACH Regulation and the CLP Regulation which are setting the sdiaseel horizontal
legislative framework, and complemented by sector specific legisi@ignthe Detergents
Regulation), using the general framework to establish risk management measures as
necessary.

However, some legislative overlaps between the CLP and the Detergents Regulations exist,
notably regarding the labelling of allergenic fragras, the labelling of surfactants and
allergenic preservatives when CLP thresholds are met. These overlaps may create
duplications in labelling requirements and consequently, redundant information that reduce
the readability of a label and confuse usé&. instance, labels of detergents, falling by
default under both regulations, contain a duplication in labelling of substances (e.g.
allergenic fragrances), and in addition they need to be indicated under different names (INCI
names for preservatives arallergenic perfume ingredients according to Detergents
Regulation, and chemical names according to CLP). More details on the regulatory overlaps
are provided in the regulatory analysis in Annex 3.

Regarding the use of digital labels, this policy option Mdoresee no changes in the status
guo meaning that industry would continue to provide mandatory information on physical
labels. Manufacturers would continue to adopt digital labels according to their own
preferences and with no specific measure regaritiedype of IT solution to be used, or
the quality of information providedpossibly even using proprietary systemihat are
incompatible with other systems used

Physical vs electronic label und#re baseline(option 0)

In the current regulatorframework, the use of electronic labels is not regulated, thus,
manufacturers are not allowed to replace (partially or totally) the physical labels with
electronic ones.

The use of digital labels is voluntary and not regulated. As previously mentimweeyer,
some requirements already exist for duty hofféithat are relevant for our analysis, in
particular: the Safety Data Sheets, notifications to ECHA, providing information for
emergencyhealth response and the obligations under the Detergents Ragutamake
some information available on a website.

300 Manufacturers, suppliers, importers, and downstream users girtinicts defined in the CLP and
Detergents Regulations.
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These processes involve largely or fully the digital processing and/or communication of
labelling el ements. Therefore, we assume
related to notificationto be carried out electronically for duty holders due to the provision
of information under CLP Articles 40 and 45 to a public authority and a substantive cost of
setting up a dedicated website due to Annex VII to the Detergents Regulation.

Furthermore,it is expected that the Digital Product Passport will already lead to the
development of relevant databases and communication platfoattould be reused for
digital labelling elements under CLP and the Detergents Regulation.

Table112 Policy measurel: Nonlegislative measures: Physical labels and voluntary uselatbel

Policy Measure 1: Non-legislative intervention which foresees no changes in the current mandatory reg
framework.

The intervention of th&uropean Commission would be limited to the provision of a guidance document which
set noAmandatory standards (e.g. on how to present information) on the voluntary use of electronic labels (
recommended practices for better readabilitynérimation on the electronic label).

Manufacturers would not be allowed to replace (partially or in total) physical labels with electronic ones.

This option might also include the promotion of information campaigns on chemicals in consumer products/®
consumer understanding of dangers and information available on labels.

Intervention:
Policy measure: to create a new section/ heas:
recommendations on the implementation of existing labetéggirements and effective communication
digital labelling.

Under Blicy Measurel, only nortlegislative action to set out common practices in the
implementation of existing labelling requirememtsl be taken It should be noted that
guidance docuents were already developed by ECHA on the CLP Regufatidvhile

this guidance is appropriate it may be necessary to widen the communication efforts about
the guidance to stipulate its use. In the next review of the guidance it could also be explored
to elaborate further on the interaction between CLP and other relevant legislation such as
the Detergent Regulation.

Commission or ECHA guidelines could provide more practical examples and informal notes
on how to convey obligatory information (under the (R&gulation) on the label without
overwhelming users, in particular consumers, for example by simplifying and streamlining
labels. However, such solutions would not remove any regulatory overlaps or
inconsistencieas suchFurthermore, such guidelines ¢dinclude best practices examples

of the interplay between the CLP and the Detergent Regulations regarding labelling
provisions. Nevertheless, such solution would not remove any regulatory overlaps or
inconsistencies as such.

Regarding the use of digitibelling, the current legal labelling requirements do not allow
duty holders to provide information only digitally, and digital communication on product
labels is done only on a voluntary basis and supplementary to the physical label. Considering

301 ECHA, Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008, March
2021. https://echa.europa.eu/documents/10162/23036412/clp_labelling_en.pdf/89&Z@#8124-86¢c
0b4052a74d65
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the ophions expressed so far in the SDbmmittee of the GHS, it likely that this will remain
the norm for CLP.

However, guidelines and good practices examples on effective communication for digital
labelling could support the industry in the uptakéligftalisation on a voluntary basis, e.g.
to respond to market demands.

Regarding how to provide the aboreentioned guidelines on how to convey obligatory
information on the label and on effective communication for digital labellRadicy
Measurel considerst o create a mnew section/ heading
Packaging Guidané®, designed to assist manufacturers in the effective application of the
CLP Regulation, with new recommendations. As they are now, these guidelines provide a
general overiew of the CLP Regulation with explanations of the requirements for labelling
and packaging, as well as practical examples illustrating different situations that may be
encountered when designing labels. With this policy measure, this document could be
completed with additional recommendations, especially on how to convey obligatory
information without overwhelming users (and especially consumers), thus increasing the
efficiency of the hazard communication to users without modifying the legal requirements
This additional guidance would aim to tackle the issub®bverloaded character of labels

and the long texts in small prints, which, as highlighted by a majority of stakeholders during
the interviews, reduce the readability and understandability twéld&® In addition,
ECHA’ s Labelling and Packaging guidance co
effective communication for digital labelling, in order to incentivise a voluntary but
standardised way of communicating information digitallgis part & the policy measure
would address the objective (SO2) of setting up a framework allowing the use of digital
tools to communicate product information. However, it must be noted that with this policy
measure, this guidance would constitute a-regulatoryframework.Policy Measure2:
Revision of the labelling rules in the regulations: align the two regulations and address
inconsistencies on the physical label only

302 ECHA, Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008, March
2021. https://echa.europa.eu/documents/10162/23036412/clp_labelling_en.pdf/89&7@#8¥24-86¢cc
0b4052a74d65

303See Annex 1, Stakeholder consultatidynopsis report, findings from the interviews.
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Table113 Policy Measure 2: Revision of the labelling rules in thgulations

Pol Mens 2rTehi s melai cworud¢ d ent ail a regulatory 1int
regulations to address inconsistencies, overlaps
This melaiSwipm Ed n o tp oesnstiabiill iatnyy for manufacturers t
with electronic ones and the use of electronic 1
guidelines on the wuse of digital tools.

f  Inter venltPi oRnesguolmatG on: None.

f Interventions on Detergents Regulation:

O Su-me as2uarce t he Detergents Regulations prov
to be labelled only once, either followe
rul es ;

Su-imne a s2ubr:ce all overlapping provisions are removed

This policy measurevould entail a regulatory intervention when revising the Detergents
Regulation to address the identified legal overlaps, inconsistesmieduplications. This
policy option contribute to the achievement of the first specific objective identified (SO1),
to improve consumer understanding and awareness of labels, especially for vulnerable
consumers, by simplifying and streamlining the emgstlabelling requirements in the
Detergents Regulatiaonly.

This policymeasurevould not entail any possibility for manufacturers to replace (partially
or in total) physical labels with digital ones, and the use of digital labels would remain
voluntary and with the provision, at EU level, of guidelines on the use of digital t@ols (a
described underdhicy measurdl).

This policy measurewould not necessitate any regulatory interventions on the CLP
Regulation. The legal overlaps, inconsistencies and duplications identified would be
addressdwith a regulatory intervention when rewngithe Detergents Regulatigkithough

no regulatory changes would be made to the CLP regulation, addressing the issues in the
Detergents Regulation, will address overlaps identified in both Regulations.

First, labelling requirements under the DetergdRegjulation that would need to be
streamlined to avoid overlaps, inconsistencies and duplications with the CLP Regulation.
These regulatory changes include the following:

Where labelling provisions of CLP (hazard pictograms, hazard statements, precautionary
statements, etc.) fulfil the requirements of the Detergents Regulation, Article 11(3), the
standard phrases under the CLP Regulation would be used to warn consumers, industrial
and professional users;

Ensure that for mixtures the provisions of Annex @1bf the Detergents Regulation do not
duplicate those of Article 45 and Annex VIII of the CLP;

Secondlythis policymeasuraims to simplify and clarify the rules on labelling of allergenic
fragrance ingredients in a way that the same fragrance ingréallarg within the scope of

both Regulations is not labelled twice or thrice on the same label. This simplification should
also consider the existing differences between the two Regulations in the identification of a
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substance, i.e., the name (and idédtion number) under which the sensitising fragrance
is to be labelled. To this purpose, this policy option is declined under twopdigdns, as
follows:

Submeasure?a: the Detergents Regulations provides that the remaining overlapping
provisions are tbe labelled only once, either following the CLP or Detergents Regulation,
based on the stricter rules;

Submeasureb: all overlapping provisions are removed from the Detergents Regulation.

These overlaps concerns the inclusion of skin sensitisers l[egeaic substances like
preservatives and fragrances) in the list of ingredients that need to figure on the product
label when they are present above certain thresholds, considering that most allergenic
fragrance ingredients under the Cosmetic ProduetguRation are also classified as skin
sensitisers under CLP. These thresholds in CLP are lower than those provided in the
Detergents Regulation. Therefore, according tersehsura, when these substances are
present in a detergent, they should be laediccording to the stricter rules provided in the
Detergents Regulation (i.e. labelled as soon as the lowest threshold is reached). However,
in the submeasure2b, the labelling requirements concerning the allergenic fragrance
ingredients will be removeflom the Detergents Regulation and when these substances are
present in a detergent, they would be labelled according to the CLP Regulation. To this
regard, in submeasure2b, less allergenic substances would be labelled (due to higher
thresholds to reach)

The analysis and impacts of this polityasurere included in the parallet&f Working
Documenibf the Detergents Regulation targeted revision.

Policy measure3: Revision of the labelling rules in the regulations, introducing digital
labelling: keepbasic hformation of labelling requirements on physical labels, and move
certain labelling requirements on ttiigital label only.
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Table114 Policy measure3

Pol mens drTehi s melaiSworué d emetganillataoary intervention
electronic labels, on a voluntary basis, to provi

This mehiSdwe € not allow for a camplaebelreSktaddmertd
to provide some mandatory details online while k

From Hoela s3y bewards, the policy options would al:
Polmey s2ut @ streamline the regulatory framework
In additiomeashdmsedpodntcayi ]l the introduction of a
piece of legislation (1.e. in the CLP and Deter
Product Regulation). Thiabedhmarg WwWoahdwark df ¢ o &
legislation. Such a framework would include man:
hi gher consumer protection standarakl &ughtaokihe

Labelling requirementsthmndewo utlhde bGL P 1rleogmelda ttioo mb e
me a s3ur €

O Supplemental labelling information:
a) EUH statements as per sec.ti2dn(sl)l). 1. and
b) Ot her supplemental labelling information

C) EUH statements as per Part 2 of Annex 11
elements for certain mixtures, Art. 25(6

This policy measures the first to introduce the possibility for duty holders to partially
replace physical labels with digital labels for the provisions of some specific pieces of
information which are currently mandatory. Providing information electadigiovould
remain voluntary.

From Policymeasur& onwards, the policy options also include the regulatory interventions
foreseen under Policyneasure?2 in the Detergents Regulation, which are needed to
streamline the regulatory framework and remove inisterscies and duplications.

It must be noted that the framework for digital labelling would need to be introduced in each
piece of legislation (i.e. in the CLP and Detergents Regulation, but also in other legislation
such as the Fertilising Product Redidn). This common framework for digital labelling
would need to be kept aligned between the legislation. Alternatively, the framework for
digital labelling could also be included in CLP, with downstream legislations (e.g. the
Detergents Regulation) makingference to these overarching rules. This option would
allow the digital labelling framework to remain consistent over time and the potential
revisions without having to amend each downstream legislations.

The possibility for manufacturers to adopt dagiabels would also require the introduction
of mandatory principles on the provisions of this informatioprmtect eneusers and to
ensure the accessibility and the availability of the digital informati&uch principles
should ensure accessibility ioformation and further assist in enforcing the rules.

Digital labelling shouldat leastcomply with the following general requirements:
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The obligation for the digital label to include the full set of labelling information (i.e. there
should not be gplit of information between the physical and digital label), to ensure that
the information provided online is meaningful;

The obligation to provide all digital data in one plaseparately from other commercial
information (e.g. the mandatory informatioshall not be displayed together with other
information intended for sales or marketing purposes). Cohestiardd also be sought
with other digital provision of information of products (e.g. under the Digital Products
Passport);

The format of the datprovided digitally must be appropriate (e.g. rules on font size, the
content of the digital label must be searchable);

The protection of personal data (e.g. prohibition of collecting and tracking user data or using
that information for commercial purposéspccordance witRegulation (EU) 2016/6 79,

Accessibility of the data Dboltihck’h maex mmumfr:
access the information), and in terms of accessibility for users (e.g. also for users with
disabilities). Access tthe digital label must be free and without a need for prior registration

or a passwordor prior download of applications. Access limitations for certain user groups

(e.g. geeblocking in accordance with Regulation (EU) 2018/802are not allowed:;

Minimum technical requirements are to be complied with, in order to ensure technological
neutrality of IT solutions used. The IT solution must be easily readable via widely used
digital technologies. It must be ensured that the data can be accessed, navigeted and
on, and is compatible with all major operating systems and browsers. Information must also
be available for old browser version and operating systems;

The information must be provided equally in all official languages of the EU Member States
in whichthe product is marketed. Additional languages are permitted; Users must have the
possibility to select their language of choice, regardless of their physical location.

Appropriate alternative ways of providing information must be available in case aiflack
digital tools or skills, or in the absence of network access (e.g. aopititdbel at the point
of sale);

The IT solution must be printed or placed physically, visibly and legibly on the product.
When appropriate under the overall labelling requir@snef the product in question, where

this is not possible or not warranted on account of the nature and size of the product, the IT
solution shall be affixed to the documents accompanying the product.

304Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection
of natural persons with regard to the processing of personal data and on the free movement of sunth data,
repealing Directive 95/46/EC (General Data Protection Regulation): httpdgieeuropa.eu/legal
content/EN/TXT/?uri=CELEX%3A02016R06780160504

305 Regulation (EU) 2018/302 of the European Parliament and of the Council of 28 February 2018 on
addressig unjustified gedblocking and other forms of discrimination based on customers' nationality, place
of residence or place of establishment within the internal market and amending Regulations (EC) No
2006/2004 and (EU) 2017/2394 and Directive 2009/22/ECttpsti/eurlex.europa.eu/legal
content/EN/ALL/?uri=CELEX%3A32018R0302
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The data contained under the digital label must rem@inssible as long as the product that

it refers to, are sold and used in the European Union, or as long as the conformity assessment
documentation is required to be kept, where relevant. The data present on the digital label
must remain available everntafthe bankruptcy, the liquidation or the cessation of activity

in the EU of its originator;

Further, the overarching principle that guides the selectiomhat information could be

moved to an online label is to ensure that it does not lower theoesafety and therefore

decrease consumer protection. In this regard, the results of the behavioural experiment show

t hat a simplified 1 abel can perfor m, in ter
physical labels.

Commitments of the EU under &Himit the option to move information exclusively to the
digital label because GHS mandates the use of a physical label. Statements made during the
discussions on a digitalisation framework suggest that the presence of the information on a
physical labels considered essential for safety and it is currently considered unlikely that
the future GHS framework on digitalisation would change that.

Labelling requirements under the CLP regulationthat would theoretically be allowed to
be moved on a digital labeinder Policymeasure3 are the supplemental labelling
informatior?®, as provided in Article 25 of the CLP Regulati@s this information as not
covered by GHS)More specifically, these would include:

1 EUH statements as per sections 1.1. (physical properties) and 1.2. (health properties)
of Annex Il of the CLP regulation. These include statements that shall be assigned
in accordance with Article 25(1) to substances and mixtures classified for physical,
health, or environmental hazards.

1 Other supplemental labelling information, in accordance with Article 25(3). These
include supplemental information included by the supplier to provide further details
on the label elements referred to in Article 17(1)t¢ajg), i.e. the name, address,
and telephone number of the supplier(s), the nominal quantity of the substance or
mixture, the product identifiers, the hazard pictograms, the signal words, the hazard
statements, and the appropriate precautionary statements

1 According to Article 25(6), EUH statements as per Part 2 of Annex Il for certain
mixtures containing any substance classified as hazardous.

However, it must be noted that this does not concern the supplemental information coming
from other legislatiorfe.g. biocides, ODS).

Policy measure4: Revision of the labelling rules in the regulations, introducing digital
labelling: further simplify physical label, and move additional information ordibital
label

Table115 Policy measire 4

306 This does not include the supplemental information coming from other legislation (e.g. Biocidal Product
Regulation).
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Pol ineys 41Sd mi 1 ar mea shobpmdacdgyrwoul d entail a regt
manufacturers to use electronic labels, on a Vvo
alternative to physical labels.

As pr oviReldi cuyn dMeraPsnd m echyrved udl s o include the regul
Polmeas2urteo streamline the regulatory framework u

additiod, cys BlynddaarePpolicy option would eat ki
gital labelling in each pieces of legislation,
ure higher consumer protection standards.

o o =

- -
o5 B =B
- w

i s meodsdorees not allow for a completSed iddpl ade mwdd
provide mandatory details online while keepin

Polmeagsdurwould be a further extension of the pos
provide additional information on a digital 1abe

Re gartdhiengl abelling requireme.gPtosl i ciyd4eMefassinerseCd.P o Rle &
information allowed Rwl bey pMowatshutread i st 1 iofe i mif da ma
online is extended t o:

Hazard statements (Art. 21 CLP);

Precautionary statements ( Art . 22 CLP) .

ThePolicy Measuravould alsainclude the regulatory interventions discussed under Policy
measure to streamline the regulatory framework under the Detergents Regulation.

This policy option foresees the possibility for manufacturers to introduce additional
information, further to thiaspecified under dlicy measure.

From a 1legal point of viRevg wmlnadt iionn ,t KPeo 1ciocnyt
would deviate from the GHS quiteg.silfTgertifoame
it must sbéd €mph ophtiisonpalsi amcluded 1in order
policy measures, as put forward by stakehol
the revision for the CLP regulation.

As provided under &ticy measure, this policymeasurevould entail thentroduction of a
framework for digital labelling in each pieces of legislation (i.e. in the CLP and Detergents
Regulation, but also in other legislation such as the Fertilising Product Regulation). This
common framework for digital labelling would need e kept aligned between the
legislation.

The possibility for manufacturers to adopt digital labels would also require the introduction
of mandatory principles on the provisions of this information to ensure higher consumer
protection standards. Such piiples (as developed iRolicy measur&) would need to be
common to all digital labelling solutions.

Regarding the information that could be provided digitdlglicy measurd includes the
labelling information as provided and describedPwlicy measuwr 3. In addition, under
Policy measurd, the list of labelling requirements from the CLP Regulation that could be
provided only online is extended to the following:

1 The relevant hazard statements, as per Articlef ZILP,

1 The relevant precautionary statements, as per Artictd 22 P.
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Policy measures: Revision of the labelling rules in the regulations, introducing digital
labelling: In specific cases, option of providing all informatiordantal label

Table116 Policy measures

Pol megs iddhis modiwnytecai Il s the pos
mandatory information exclusivel
(e. g. products which are sol dwhlwi
smhlto physically include all ma

As provi ¢godi anpdere aPsomaiacsy®3r woul d al so 1 n.
interventions dms & sosns €2d tuon dsetrr ePaomlliicnye t h
the Detergoemts Regul at

n addition, nseiansiylra¢rhl3ymetpoowiproelydc g nt ai 1 t
ommon framework for di gital labelling
rinciples on the provisihens cofhstulmiesy ipn

DT o

Regartdhiengproducts falling,unldes ohei @hPs
for:

T Refill chemidal dunugeénstges,o beansl (adtin
etc.)

T Writing iimstludmemgt ssazardous 1inks (pe
Li ghters

Under Meoalsiugryein addition to the previous pol
all owed, for some specific prodnygtsndor mygpe
under f@thd OBPergents Regulations exclusivel

As provided under Policy measusethis policy option would also include the regulatory
interventions discussed under Polimgasure? to simplify and streamline the regulatory
framework under the Detergents Regulation. It also entails the introduction of a framework
for digital labelling in each pieces of legislation (i.e. in the CLP and Detergents Regulation,
but also in other legiation such as the Fertilising Product Regulation). This common
framework for digital labelling would need to be kept aligned between the legislation.

The possibility for manufacturers to adopt digital labels would also require the introduction
of mandatoryprinciples on the provisions of this information to ensure higher consumer
protection standards. Such principles (as developedlioyAneasured) would need to be
common to all digital labelling solutions.

This policymeasurepplies only to productshvere the packaging is either in such a shape

or form or is so small that it is impossible to meet the labelling elements under Article 17
(products falling under Art. 29(1) of CLP, where the label elements may be pranded
fold-out labels, tieon tags, @ ¢t e r  p a)cSuch@ichaggé would require a specific
labelling provision for those products. In practice these products are currently very often
not labelled at all, despite the legal obligations due to practical difficulties to comply with
the rulesWhile allowing for digital labelling in those cases would not offer the same level
of protection compared to a physical label, it would increase the safety level compared to
thedefactoabsence of a label.
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As these products usually contain only very sraatounts of hazardous substances and
contact with them is limited, a digital label may be an acceptable compromise between
consumer protection and the additional cost to ensure appropriate labelling, which would in
the end result into higher consumer psacin addition, enforcing proper labelling would in

most cases mean that the products would need to be individually packaged thus creating a
huge amount of packaging waste that may in turn increase the environmental and climate
footprint of the product.

Regardingthe labelling requirement set up in the CLR Policy measuré considers the
possibility to provide all mandatory labelling requirements digitally for the following
specific products only:

1 Refill chemicals:detergentsfuels to be filled in contfaers (not in tanks), paints
1 Writing instruments (e.g. pens, highlighters etc.)
1 Lighters

The problems related to the labelling of those items are discussed exhaustively in Annex
12. This policy measure will, therefore, be significantly influenced bytiey option and
measure selected under that the general CLP labelling rules.

DESCRIPTION OF IMPACT S

In alignment with the provisions of the Better Regulation Toolbox, the first step in the
assessment of impacts is the identification of all relevanaatspunder the different policy
options. The identification of the impacts is based on data and information collected during
the previous tasks (i.e. interviews, behavioural experiment, survey and analysis of OPC
responses). The research collected quadéanhformation and quantitative data on social,
economic and environmental impacts related to the identified policy options.

Socioeconomic and environmental impacts identified have been categorized according to

the following criteria:

1 Economic impacts in particular focusing on conduct of business (BR Tools #21
25), sectoral competitiveness, trade and investment flows (BR Tools #21, 27),
impact to the SMEs (BR Tool24), technological development / digital economy
(BR Tool #28), and impact to public authi@s (BR Tool #58);

1 Social impacts focusing consumers and households (BR Tool #33);

i Environmental impacts, in particular focusing on sustainable consumption and

production (BR Tool #36).

The impacts that have been taken into account for this analgsierasidered to be the most
relevant and the ones for which consulted stakeholders able to provide insights. A
dedicated survey targeting public authorities, consumer organisations and industry
representatives (associations and businesses), preseatiedividual policy options and
asked participants to provide a direct feedback. The opinions of stakeholders have been
triangulated with other data sources used in the study.

This section provides an assessment for each identified impact that is relevant to the
assessment of the options and the identification of a preferred option.

Table117. Assessment of impacts
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Colour . o + o U
coding
I Strongly Weakly N oo Weakly Strongly ,
Qualitative > . limited " " Undefined
negative negative impact positive positive

Policy measure 0: No new policy measures

The status quo has been extensively discussed in the previous chapters. This analysis
highlighted theollowing issues:

There are a number of overlaps and inconsistencies in the labelling requirements
between CLP, Detergents and other relevant legislative acts;
In some cases, there are difficulties for consumers to understand information
providedby labels
In addition, the current legal (mandatory) requirements do not incentivise the use of more
innovative techniques and digital tools (i.e. digital labelling) and when it happens, industry
uses these digital tools on a voluntary and unharsadrivasis, iraddition to the physical
labels required by law.

This policy measure would not address any of the problems identified in Chapter 2 and it
would continue to lead to improper use of detergents by consumers, burdensome
administrative activities for businessasd a wrongful disposal of chemical products that
can be harmful for the environment. Moreover, this policy measure is not in parallel with
recent market developments and ongoing initiatives in the EU described in more detail in
chapters . 1. 4, gt ldewe bop me n tthat’aim dofpromolecthe Ss&/ bf,
digital labels and reduce the severity of some of the problems identified in Chapter 2.

Taking into consideration the previously mentioned issues, stakeholders have been
consulted regarding their overall assessment of the current regulatory framework (CLP and
Detergents) with the objective of having a benchmark to assess the proposedgioiits o

The overall opinion of the consulted stakeholders on the status quo is not particularly
positive, with public authorities having a slightly more positive view than industry
stakeholder¥”.

Table118 Economic impact assessntd’olicy Measure0

| Type of ilAssessment _ ___________________ [Score]
Conduct o Based on the findings from the b Weakly
(ToolX5)2 consulted representatives of Punegat:i
epresentatives, the information

uate to ensure a safe wuse of
opinion. Findings from t

r ohnigsl ya rsgmpmpeonrtt ats 74 % of
ormation currently provid
ssional and industry use:

g 1s dif fnigcuilntt ot oc ounnsdiedresrt

T O e B =

307 Based on the findings from the online survey on Policy OptiomsaQcale from5 to 5, 12 survey
respondents belonging to public authorities, on average, have rated the current framework as fairly positive
(2.5), while 54 respondents from the industry, on average, have rated the status quo as fairly fiegative (
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Type of ilAssessment ___________________[Score
professional users are overal!l c o«
available on the labels and.the u
Industry respresentative p oainngteesd
annaoeti tdifsogoofs doal bdehlisch are aeaodharge:
of the industry stakeholder sCo(n7pla¥%
that have provided estimates ment
%of annual ¢thowmbdebe noted thougt
the classification of chemicals
which old labels can still be co1
only triggetedn bbutleglshb done f
information provided did not all
causing the costs mentioned.

Sectoral This modswrye should have no parti Neutr a

competiti the industry considering that it

trade and provision of information wndl daf§

flows (To sheets.

SMEs @#Tloo This policy measure does not hav Neutra
conducting business for SMEs woul

Technol og Amongst riensdpuosntdreynt s t o our survey Weakly

devel opme large part, large enterprises), fnegati

Digital (e. g. QR codes) o provide infor

(Tool #28 such tools positively.

Businesscshsesmiecaldhe ndustry are alrce
tools to provide information to t
to foster the transition towards
consequences o ohetleveél gpmal ec
Under Policy measure O, in the sa
their preference on the form of
authorities expressed a generatlal
provided by an EU wide authority/
to electronic labels handled by
own products. For industry respon
would hbhbewetan electronic label di
have greater control about the 1ir1
is important to considert hseh awdeyrlneors
enterprises.
Creationl opfetdaet @abase, particul ar
be aligned with the aims of the L
to the Sustainable Products Init
adopt digital wawndoofmacdoommunmnboat:i
the adoption of DPP, companies Wi
comply with this measure and comm
online. Therefore, when aznmnileul ao6i
digital labels online (i1f the de:
important to highlight t hat deve
DPP and, t hus, only the costs ofld
be taken into account

Public a This policy measure would have noNeutra

(Tool #58

Table119 Social impact assessment Poliogasured

Type As s es s ment Scor e
i mpact

ConsumeBased on the findings

and authorities in general reported a
househccurrently dad®ieseda onbdhe fFB50mhe
(Tool #apart from ingredients that, desp

moderately positive in terms of t

308 General product information, Ingredients, Hazard communication (including pictograms and statements),

Precautionary statements, Signal words, Dosage.
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Type As s es s ment Scor e
i mpact

try stakeholderss ) gtlouoaihaatti otnhse
mation in terms of safe use of

1 words, followed by the hazard
ment nfoPmsaa gen 1 mpdasedRelgfudlaliawd
rately positive scor e. As above
stakeholders.

Table120 To what extent is the current information provided to consumers on i
able to ensursafe use of the products? (Please consiflas the least appropriate ; !

as neutral and +5 as the most appropriate.)
Industry
i|represen

g w n ==
S =B B
o®oe Hh e
o+ B35 0 e

o o = o»n

General prod¥®ct inf|4 3
Ingreients 2 -3
Hazard commu@i ©al| 4 2,5
pictograms ¥nd stat

Precautiond%y statel|4 2,5
SignalP words 4 3
DosddPDetergent3® Regu4 2
Considering the i1importance of these

consulted stakeholdepysoWdemaasskeduto
consumer s with vision, colour blindr
impairment s . According to 58% or r et
respondents from ameduptrtolbl dmat cons uin
impai P%me #t5% of respondents from pub
repometgvaet ii mpact on cons ume FSCuwirtehn tc «
considepedbladmaotic by habéthfpuwblsipo
industry represent alteavreni nfgorc ogmi.t i Me
neutral the opinion for consumers Wwi

309 Results provided in the table represent average rating of the piece of information in terms ofitsicepo

to ensure safe use of the products

31012 responses from public authorities, and 46 responses from the industry representatives.

31112 responses from public authorities, and 52 responses from the industry representatives.

31213 responses from public &grities, and 53 responses from the industry representatives.

81313 responses from public authorities, and 51 responses from the industry representatives.

81412 responses from public authorities, and 48 responses from the industry representatives.

81512 respases from public authorities, and 37 responses from the industry representatives.

316 Based on the findings from the online survey on Policy Options. Seven out of 12 respondents belonging to
public authorities, and 30 out of 47 respondents representingdbstiy.

317 Based on the findings from the online survey on Policy Options. Five out of 11 respondents belonging to
public authorities, and 20 out of 49 respondents representing the industry.
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Table121: Environmental impact assessment Polbgasure0

S mp o cd s c eosf

hol der s

anal ysis Weakly
Ipositi

does n

since rle grieslleav

duringc
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wo ul da sr

Sustainab Concerning amnypiercdis me ntthael
consumpti consumers about t he
productioenvironment . The analysis
#36) regulatory changes
enough transition periods
avoid costs for duty
Option, digital labelling
should not apply anyway.

Based on the findings from d hend
representatives believe that curr
on he awarenes of consumers at

S
tances in t he

s t rnyt art®ipvree s e

t
subs
indu

natur al

enviro

Policy measure 1: Non-legislative measures: Physical labels and guidelines for the

voluntary use ofdigital label

Overall assessment

There were opposing views among stakeholders on the introduction of industry guidelines

for the use- albeit voluntary- of electronic labels. In general, while consumer organisations
and public authorities see this policy measure positively, this assgssasgenot shared by

industry representatives.

More specifically, policymeasurel would entail interventions on the CLP regulation,

summarised in:

1 Policy measure:Cr e at e a new
Packaging Guidance with recommeridas;

Regarding this policy measure, public authorities, on average, responded positively to the
adaptation of the guidelines (80% gave a positive score), while industry representatives, on

section/ heading

average, saw this intervention slightly negative. Industry reptatbees argue that this

Policy measuradoes not address the requirements on the safety use of the physical labels

nor does it incentivise companies to use digital labels (60% of the industry stakeholders).

The views gathered concerning this policy measuyy stakeholders is similar to the

preceding policy measure: on average public authorities responded positively to the
adoption of guidelines (89% gave a positive score), while industry representatives expressed
overall a negative appreciation (56% gave nagative score). Overall,
representatives provided that this policyeasurew o u 1 d

industry

not ilncenti vi

adoption of digital tools for those who do not already use them (60% answereadeiggat

Table122 Economic impact assessment Policgasurel

318 Based on the findings from the online survey on Policy Options. 10 out of 12 respondents from public

authorities, and 25 out of 51 respondents from the industry.
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Conduct o Comparedwith PN, this policy option should have no particular impact for We a k 1 y
( To o l-%5 ) 2 professional users considering that it would not entailregylatory change ne ga t i
and the provision of information would still remain on physical labels and
safety data sheets. The cost of conductumgress remain the same as per tf
baseline scenario.

Sector al This policy option should have ncNeutr a

competiti the industry considering that it

trade and provision of information would 14

flows (To sheets.

SMEs (2Tloo Juag¢ with profels swioounladl hwmsveer sn,o PiNhj Neutr a
of conducting business remain the

Technolog According to 45% of public authoNeutra

devel opme strongly positive (on average, t

Digital digitalisation).

T 1 #2238

(Too Industry stakeholders thought the
withe digitalisation trends and a

Public aln this specific policy option, Neutra

(Tool #58 updating the ECHA guidance for CI
efiorcement costs for public autho

Public authorities and industry :
carries relatively low costs. Noi
high cost for theidekbehopment of

400



Table123 Social impact assessment Poliogasurel

Type of | Assessment Score
impact

Consum The update -affcguiddalki 1t ®s -pvwlullidc haawieh oo We a k!

and positive, i mpact on consumer awarene pos.i
househ survey thought that the introduction
(Tool increased safety for consumers, aware

Hovever,ref otthamm half of industry respo
impact on consumer safety.

Regarding the impact on vulnerable co
idustry reprekswathdi vrease RMpiwmpahtsbn
effects, according to public authorit
impairments. Only ia atnhtisr ¢ oo ft hienlds wmss tvipyy
having a positive 1 mpacti mpanacioclebalrrammdd r
cognitive/learning difficulties.

The analysis included also the asses:
consulted stakeholders from industry
ste of information on products (eithe
the most feasible by stakehol@ddfebuiyv
would be a dedicated telephone tliiome p
leastftfostive solution being the use

Figtf2e Stakeholders assessment of back
and public authorities)

Responses from industry

4,0
III ([ T T
i i

Feasibility Cost Effectiveness Overall assessment

m Product information available digitally or physically in store
m SMS with product information
m Dedicated telephone line providing product information

Dedicated smartphone application

Responses from the public authorities
6,0

4,0

“’ |II |II |II ||I
0,0

Feasibility Cost Effectiveness Overall assessment

m Product information available digitally or physically in store
B SMS with product information
m Dedicated telephone line providing product information

Dedicated smartphone application
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Table124 Environmental impact assessment Pohogasurel

Sustainab Regarding thé¢ ompaxotmsaofme® Mawaren Neutra

consumpti dispersion safanhkcaersmfimml tshweb nat ur al
productio that both public authorities and
#36) option as relative nl eiuct raault.h oHail

a mnadwst pyps

Ly
guidelines might have
l1ly having a ne

considensPMotentia

Policy measure 2: Revision of the labelling rules in theregulations: align the two
regulations and address inconsistencies in the Detergents Regulation on the physical
label only

Overall assessment

The consulted stakeholders had an overall positive view about the alignment of the two
regulations and the revigioof the Detergents Regulation to address inconsistencies,
overlaps and duplications on the physical label. All of the stakeholders representing public
authorities (11) assessgolicy measure as positive with eight out of 11 stakeholders
assessing theolicy measureas very positive and rating the assessment ofptiiey
measureas 4 or 5 out of 5. On the other hand, industry representatives had a slightly less
positive opinion on theolicy measurgwith 62% of these stakeholders (16 out of 26)
assessdpolicy measur@ as positive.

The legal intervention foreseen undeoli®y measure2 to streamline the labelling
requirements between the CLP Regulation and the Detergents Regulation between the two
regulations was agreed by all categories of stakem®liring the interviews, especially by
industry representatives who insisted on the benefits of this intervention to remove
duplications of information on chemical labels and thus create more space for other
information to be conveyed in a more readabénner.

First, labelling requirements under the Detergents Regulation would need to be streamlined
to avoid overlaps, inconsistencies and duplications with the CLP Regulation. In addition,
policy measure aims to simplify and clarify the rules on labaljiof allergenic fragrance
ingredients in a way that the same fragrance ingredient falling within the scope of both
Regulations is not labelled twice or thrice on the same label. This simplification should also
consider the existing differences between tthe Regulations in the identification of a
substance, i.e., the name (and identification number) under which the sensitising fragrance
is to be labelled.

For this purpose, thigolicy measurés declined under two sutptions, as follows:
1 Submeasure 2a: the Detergents Regulations provides that the remaining
overlapping provisions are to be labelled only once, either following the CLP or

Detergents Regulation, based on the stricter rules;

1 Submeasure2b: all overlapping provisions are removed from the Rmtets
Regulation.
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Regarding the assessment of these tweogations in the survey, it must be noted that public
authorities and consumer organisations had no particular preference on either of these sub
options, while industry representatives expressstigat preference for sulmeasure2b

arguing that suneasur@b would be more straightforward to apply for industry. However,

it must be noted that removing the overlaps between the two regulations would also mean
that the thresholds for labelling sonmkeeyenic fragrances would be higher, thus indicating

a potential concern that consumers might be less informed about the presence of these
substances in detergents.

In addition, one of the findings from the Open Public Consultation was that stakeholders,
general, believe that the most effective method to increase the communication of
information on labels of chemicals is by simplifying the text on I@belshile, on the other

hand, one of the least effective ways to increase the communication, agctrdime
respondents, was having more detailed information provided on-{b&cbriabel (e.g. more
detailed use instructions, ef9 Moreover, the most popular response to the question on
how the information on det e rvgidingthatthd sarhec 1 ¢
ingredient is 1isted?3‘mwhich strgsses thet impadasce of n ¢
simplifying physical labels and avoiding the duplications due to overlaps between the CLP
and Detergent Regulations.

ou
h e

Provides information about thenpact of Policy measure 2. However, as outlined above,
these impacts will occur due to changes in the Detergents Regulation, not due to changes in
CLP. The impacts are, therefore, not considered for this impact assessment and provided
here only for informfion. The changes in the Detergents Regulation will address the issues
identified in the chemicals Fithess Check.

319 Most popular option among the stakeholders with 24% of the votes (160 out of 675 tathl vote
320 Third least popular option among the stakeholders with 3% of the votes (19 out of 675 total votes)
321 Most popular option among the stakeholders with 22% if the votes (113 out of 522 total votes)
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Table125 Economic impact assessment Policgasure2
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Table126 Social impact assessment Poliogasure2

Consumers In ter ms o ft hteh ep rpoappoasceyd 2m €oans utrhee a We a k1 vy
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More specifically, l abel readabi
majority of publi¢ euthofit2psand
(85%, 22 out of 26).

Table127: Environmental impact assessment Pohogasure2

Sustainab Based on the survey findings, theNeutra
consumpti that addressing the inconsistenc

productiolabel would bring a positive i nepcal
#36) of dispkasmbml ofubstances in the
majority of the industry represen

would not bring any positive 1 mp
industrycwrdmndmt thaar CLPs ahdt Peter
not specifically consider environ

Policy measure 3: Revision of the labelling rules in the regulations, introducing
optional digital labelling: keep basic information of labelling requirements on physical
labels, and move certain labelling requirements on thdigital label only.

Overall assessment

Accordng to consulted stakeholders, the average assessmaeuitayf fReasure3 for both

public authorities and business representatives is positive. Public authorities have, on
average, a more positive view with half of respondents reporting a very highadaskdy
measure. Industry representatives, on average, also reported an overall positive position
with more than 80% of participants in the survey assessing the policy option positively.

More specifically,policy measure3 entails specific provisionsffacting CLP (e.g. the
possibility to provide overlapping information between precautionary statements and hazard
statements and supplemental labelling information online), and the proposal of principles
of application ofdigital labels. During interviewsstakeholders from all categories agreed

that hazard information (encompassing notably the hazard statements) was one of the most
useful information to be conveyed to consumers. However, they also noted that in some
cases there could be an overlap or aineédncy of information given between the hazard
statements and the precautionary statements, and that this redundancy could be addressed
to simplify and optimise space on the label. This findings was confirmed by the feedback
collected in the survey wheraccording to public authorities, this intervention on the CLP
Regulation under®icy Measures, is considered positively by 73% of participants. A large
majority of industry representatives (82%) also confirmed this positive assessment.
However, the study did not identify any noteworthy overlap.

In the survey, consulted stakeholders were also asked to provide an assessment of the
proposed principlefr the use of digital labels. The overall feedback is that all the proposed
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principles ae highly relevant. As shown in the chart below, the principles with the highest
agreement are:

1. Accessibility of data 1 ncltiecrknis moafx i emusme ro
access the information) and accessibility for users with disabilities;

2. Techndogical neutrality of IT solutions (i.e. minimum technical requirements to be
complied with in order to ensure technological neutrality); and

3. Protection of personal data.

Figure 83: Feedback of consulted stakeholders on digitaélkhg principles??

100% N

90% I
SN
70%

60%

50%

40%

30%

20%

o | ARRRRN
PA

Industry PA Industry PA Industry PA Industry PA Industry PA Industry PA Industry

Protection of Accessibility of the ~ Technological The obligationto A ban on mixing The format of the Alternative ways of

personal data of data both in terms of neutrality of IT = provide all data in mandatory data provided providing
consumers accessiegse of access and in  solutions one place information with  digitally (i.e. font information
e-labels terms of accessibility marketing size)
for users with information
disabilities

mVery low mLow mNeutral mHigh mVery high

Source: Online survey on the policy options.

Stakeholders had mixed opinions regarding the obligation to provide all data in one place
and on the format to be used for the provision of digital data (i.e. font size) with around 20%
of industry respondents expressing a negative view on the mentioned prirtdgpheszer,

overall also for this principle there was overall support.

Some ndustry representatigealso expressed a negative view about a centralised EU

database for providing infmation digitally. Such a database would force companies to

adopt a digital solution, the structure of which would be managed externally. Since
companies work differently, it could take a long time to establish such a centralised
database.

322 protection of personal data of consumers accessiagets: PA = 9, industry = 35 ; Accessibility of the

data both in terms of ease of access and in terms of accessibility for users with disabilities: PA = 10, industry
= 34; Technological neutrality of IT solutions: PA = 8, industry = 35; The obligatipnadide all data in

one place: PA = 12, industry = 33; A ban on mixing mandatory information with marketing information: PA

= 13, industry = 34; The format of the data provided digitally (i.e. font size): PA = 12, industry = 35;
Alternative ways of providgtig information: PA = 11, industry = 31.
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Furthermore, bged on the findings from the Open Public Consultation, the majority of the
consulted stakeholdérs think that, in the context of detergents, fertilising products, and
other chemical products, removing some of the information from tkgaok label to the
digital labels would have a moderately positive or a very positive effect overall.

Figure 84: In the context of the below chemical products, how would you evaluate it if some information was
removed from the epacklabel and could only be obtained via digital labels?

Other chemical products such as glues, Iar- 270
oils, paints, solvents, etc. ?

Detergents 26%

Fertilising Products- 21%

0% 25% 50% 75% 100%

m Very negatively m Moderately negatively
Neither positively nor negativel,y Moderately positively

m Very positively m Other

Source: Open Public Consultation. Respondents: N = 153 for Fertilising Product, N= 165 for Detergents, and N = 180
for other chemicals.

However, citizens and consumer organisations had mixed viem®wng the information
from physical to digital labels as around half of the stakeholders representing consumers
supported the process of moving the information, while the other half opposed thi$%4ction.

In terms of the benefits associated with digitdlelding, the majority of the respondents

rated all the listed benef®a s moderately beneficial or ext
management of fast changing 1ab¥] adamdotmatt
%%e¢ast beneficial?”

2

savings as

323125 out of 180 respondents who have answered to a part on the other chemical products such as glues, lamp

oils, paints, solvents, etc., 112 out of 165 respondents who have answered to a part on the detergents, and 103

out of 153 respondents who have an®aeo a part on the fertilising products.

For ‘other chemicals’, 25 out of 52 respondents ex
impact, and 24 out of 52 expressed a moderately positively or very positively impact. For detergents, 21 out

of 49 respondents expressed a very negatively or a moderately negatively impact, and 22 out of 48 expressed

a moderately positively or very positively impact. For fertilising products, 23 out of 47 respondents expressed

a very negatively or a moderatelggatively impact, and 18 out of 47 expressed a moderately positively or

very positively impact.

The 1listed benefits included: “Better management o
complying with labellidgcommgunireateinds™ ,abedtteastt agge
6111 out of 124 respondents (90%) have selected opti

276 5 out of 117 respondents (56%) have selected optio

995
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Conecrning challenges, around half of respon:«
with t%andingiicreased costs associ adtasd
little challenging or not challenging at all while around half of the respondentsrchthe
“Impl e ment i n3asdderatalylomextriemety challenging Overall, only a
minority of respondents considered the introduction of digital labelling as extremely

challenging.

Table128 Economic impact assessmentiEpmeasure3

Conduct o Regarding the pod s clyl3memesapsavertess oo We a k1l vy
(Tool-X5 )2 user s, the opinion of consulted spositdi
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20 wor ki ng days to conduct f a mi
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changes (implementdamitan nofh gl Ttbbdli
managing di fferent data for mat s
design/ packaging, etc. ), currentl
version of their products i n ftchreme
or for the information obligation
data show that a large majority
which could host such informatio
maint emamcewaeul d be expected to b
operational cospel aay 3beaosudlide sn out 1
the overall assessment suggests t
In addition, matr ktehta tp,r aicnt incoesst-s scunag

and usmrthisdftware
Therefopaerty hsiafdt war e
policy. measure

for t he ma n
would be 11

In ter ms of the nbse nepfdkisc yo Bmetahsau
stakeholderposoinbiildietry tthe reduce
physical labels, and better manag
potential benefits, howevelry dwenl"

32861 out of 122 total responses (50%).
32966 out of 128 total responses (52%).
33063 out of 127 total responses (49.5%).
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Table129 Social impact assessment Poliogasure3

Consumers Concerning the provision of suppl Strong¢
household the opinion of a larpgpesimhjoeitP P8 tpositi

#33) of industry representatives.
The udiceglioafhtéls could have a -bheign
groups of population without acc
internet access or ot her techni
stakeholder s, the Imbgaodr pupl i( 64 %)
industry representatives consider
accoHowever, for those population
information on it would remain av
The udsieglidfladl s for the provision
by a majority of the consulted s
webking of consumers with visual
respondents aneépéb6éSNenfatindastrtyh
consumers could be positive.
According to stakeholders, the ef
for people abHfildatdadsby (é0Powd PA
industry reMaresentatrsrabs).s t he 1
respondents regardimeegl itchye 3meaanseunrtte
digital 1 abbeelisngonoft hceo nweanlmorf s i mpt
(cognitive/learning amd ogph yostihcearls/

Table130 Environmental impact assessment Poliogasure3

Sustainab Regardipmg enhealpotffycimea®fig emer We akly
consumpti about the i1impact of dispersion of positd:i
productiohalf (50%) of PA respondents wou!
#36) 30 had avineewt rSailmi 1l ar Vviews were

where 61% would expect a positive

Policy measure4: Revision of the labelling rules in the regulations, introducing digital
labelling: further simplification of physical labels, and move additional hformation
on thedigital label

Overall assessment

The overall assessmentmdlicy measurd is mixed and varies considerably between public
authorities and industry representatives. While for public authorities the possibility for
manufacturers to provide additional mandatory information exclusivelylabetés would
have a quite negative imgathe average feedback from industry representatives is very
positive.

According to participating public authorities, the assessment of the intervention under
Policy measure 4 on the CLP Regulation is negative while a positive average assessment is
repoted by industry representatives. During interviews, stakeholders from all categories
agreed that hazard information (encompassing notably the hazard statements) was one of
the most useful information to be conveyed to consumers. In addition, communicating
information on the safe and appropriate use of products to consumetably through
precautionary statementsvas also agreed by all stakeholders to be the most important type

of information to be communicated on chemical labels. Therefore, findings fine
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interviews rather point to the fact that stakeholders from all categories would asses
negatively the possibility to provide this information exclusively on a digital label.
Furthermore, it must be noted that, according to the findings of the bata\e@periment,

for both products tested (glues and detergents), the hazard and precautionary statements on
the label were the most relevant reason for rating the product as dangerous (69% for both
product types) for consumers, which suggests that theyirmteed most useful for
consumers to be provided on pack.
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Table132 Social impact assessment PolMgasure4
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Table133 Environmental impact assessment Polioyasuret

Sustainab Accordingto 60% of the consulted public authoritids® provisions under Neutra
consumpt i Policymeasurd would have a negativempact on the disposal of harmful
product i o substances inthe environment arguing that the awareness impact of the
#36) consumer is dependent on emser knowledge of the changes and where to
find information,and consumers are not trained to understand all the chenr
information and they do not have the same awareness as professional usi
Industry stakeholders had the opposite view with 64% of respondents (18
of 28) considering &licy measurel having a positive impact on consumer
awareness on disposal of harnsubstances.

331 Fjve out of nine stakeholders from public authorities viewed the interventions on the Detergents Regulation
as positive, while only threaut of nine stakeholders from the public authorities viewed the interventions on
the CLP as positive.

332 15 out of 18 stakeholders from the industry viewed the interventions on thegBats Regulation as
positive, while 24 out of 31 stakeholders from ith@ustry viewed the interventions on the CLP as positive.
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Policy measure 5: Revision of the labelling rules in the regulations, introducing
optional digital labelling: in specific cases, providing all information onthe digital
label

Overall assessment

Concerning Policymeasure5, stakeholders were consulted on the possibility for
manufacturers of providing mandatory information exclusively on electronic labels in
specific cases and/or specific produdisis concerns

products which are soltb consumers in bulk (i.aevithout acontaine), such as fuels at
filling stations

products for which the label or packaging is too small to physically include any or all
mandatory informationsuch as writing instruments (epgns, highlightens

It must be noted that this concerns produgaich are already subject to labelling today. The
fact that they are currently often not labelled due to practicalities associated with the
labelling constitutes a necompliance. Costs associated with Policy measure 5 are part of
the baseline. They arssessed as policy option due to stakeholder interventions.

Overall, based on the findings from the online survey on the Policy measures, public
authorities had a slightly positive opinion on Policy measure 5 and its proposed
interventions on the CLP Regtitan and on the Detergents Regulafitn Similarly,

industry stakeholders also expressed a positive opinion on Policy measure 5 (83% assessed
Policy measure 5 positivellf), preferring the interventions proposed on the CLP
Regulatiori*® to the interventions pposed on the Detergents Regulatin

Table134 Economic impact assessment Policgasures

Conduct o Polmeygsuurdoes not consider utlkes od Strong
(Tool-X5 )2 measSwroeul d have on the professionipositd:Hi

In terms of costs and benefakehodt
that pol Scmemsagese Wemled i gsndithat«
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me asSurwoul d coarr rtyh ecorm.s t s f

Co s for implementation of a di
policy S5Smedaos unroet di fferentiate pfalo
me a s3urpeo | i ¢y 4me aTshuurse, same type of
for thmentseof melhi urNeovleirctyhel es s ,

that would transfer some of the i
be larger podmp yr3endaass oursei ng di git a
be voluntarylbuaddiatmidan ortyhe s ha

333 Six out of 10 stakeholders from the public authorities have assessed PO 5 as positive, seven out of nine
stakeholders have assessed the proposed interventions on the CLP Regulation underpBaticy &s

positive, and five out of nine stakeholders have assessed the proposed interventions on the Detergents
Regulation under Policy Option 5 as positive.

33425 out of 30.

33521 out of 26 (81%)

336 Nine out of 14 (64%)
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337 Operational costs, although at e level, should increase, however, costs related to the familiarisation
activities should remain the same.
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Table135 Social impact assessment Poliogasures

Consumers The possibility for manufacturetWeakly

househ¢Ild electronic labels in specific caspositdi
#33) information gap (sincenopphosidado:
labels for .t Hensdwsproducectpsr)esent at
this policy option would have a p
The majority of industry stakeho:
from public auohbpcytineosusladh ehnakv et haa
on visually impaired consumers b
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have all this information ia ¢mna]
a tube

Table136 Environmental impact assessment Poliogasures

Sustainab According to the majority moefa stubree We a k1 y

consumpti have a mnegative 1impact on the a negatdi
productiodispersion of har mful substances
#36) industry repthaeéenthisveolibkiynikeas

the environment .

COMPARISON OF IMPACTS AND PREFERRED OPTION
Overall comparison of the assessment criteria

The analysis in the previous chapter allows for an overall comparison of tlesedgmlicy
measures for digital labellind he following tables summarise the assessments of the policy
measureslescribed irthe previous sectiorEach impact is colotroded as shown ifiable

136. Description of the analytical methods used ieparing the impact assessment
measuregogether with the robustness and limitations of the analysis presented in this
chapter is available iAnnex 13e

Effectiveness

To assess the effectiveness of each Policy Measure, firstly, we need to assess-éhem vis
vis two specific objectives of digital labelling, namely:

SO1:improve consumer understanding and awareness of labels, by simplifying and
streamlining the existing labelling requirements in the Detergents regulation.

SO2:set up a future proof regulatory framework allowing the use of digital tools to
communicate product information.

Note: The impacts under SO1 will be incurred by the Detergents reguladt by CLP.
The impacts are presented here for information only and for transparency reasons.
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Table137: Assessment of the Polinyeasurewis-a-vis the specific of objectives of the study

Speci f{Policy|Policy|Policy|Policy|Policy|Policy
j me as u@(meashr{meas2ir meas3r measdér| measdmr

No StronStron
11m1t611m1tep0s1t1
impacti mpact

SO 2 No No No d
I i mi t el imitel i mi t efJooNISENESNRGEEENEEES| NN
i mpactimpacti mpact

Based on the findings from the survey, public authorities and industry representatives have
expressed a very positive opinion on the impaticy measur@ would have on the overall
consumer and endser label readability, and safe use of the products for consumer in
comparison to the current situation. According to the consulted stakeholders, Policy
measure® and 5 would have a slightly positive and Pglneasure® and 1 would have

limited or no impact on the readability and safe of the products. Consideringliey
measurel, stakeholdermentioned that this policy measwreuld entail the possibility for
manufacturers to provide H and P statementsnline labels. This possibility is considered

by public authorities and consumer representatives as potentially dangerous for consumers
and users in general. For this reason, the assessment is strongly negative.

When it comes to the distinction of tirapact from the Policyneasureo the CLP and
Detergents Regulations, thiaterventions foreseen under policy measuBsand 5
concerning consumer understanding and awareness of labels are seen positively both for
CLP and Detergents with no significant fdiences in the level of support fno
stakeholders. In regards to Policy measdiyestakeholders from public authorities and
industry both expressed support for the proposed interventions orDdtergents
Regulationrather than the CLP regulation undeti®&oMeasured.

The second part of the assessment of effectiveness consists of analysing economic, social,
and environmental impacts.

Table138 Assessment of the Polinyeasurewis-a-vis economic, social, and environmental imgact

Type Pollcy Pollcy Policy Pollcy Policy
i mpact Me as ur Me as ur
r

EcononNo

T We akl y No or Weakly
1mpact 1mpact positiimpact posit.i

Social Weakly Weakly [ERIEGNE Weakly
i mpact positivpositi VEIOEEEE posit.i

EnviroNo or No or We akl y No or No
nt al impact 1impact positiimpact 11mite
i mpact
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In terms of the economic impatt4 none of the Policy Measures would bring strongly
positive economic impact. NonetheleBs|icy Measures 3 and Beceived the highest score

of all options. The full overview of the assessment of economic impacts is available in the
table below.

Table139 Assessment of the Polinyeasuresis-a-vis specific economic impacts

Policy|/Policy|/Policy|Policy(Policy
Me asur({Measur| Measur|{Measur|{Measur
Conduct We akl yWeakl,y

business 11m1tep051t1pos1t1
i mpact

Sectoral No No No No No

competitilimitelimitelimitelimitel i1 mitce

trade impacti mpacti mpacti mpacti mpac:t

i nvest men

I mpact t No No No

S ME s limiteclimitelimidt I i mit ¢
impacti mpacti mpa ct

Technol og No No

0

devel opmel i mite¢l imit ¢

di gital eimpactimpac
t t No
ritili mi

I mp a

I mpac
aut ho

In terms of social impact®, Policy Measure 3 scored highest as stakeholders considered
this Policy Measure to have an overall positive impact on the safe ypsedoicts by the
consumers. There was a preference for the revisions to the CLP compared to the Detergents
Regulation. Meanwhile, Policy Measure 1, 2, and 5 received a positive feedback from public
authority stakeholders, and neutral or negative feedbaokifidustry stakeholders. Policy
Measure 4 received the lowest score in this assessment becatese though industry
stakeholders estimated an overall positive impact on consumer safety under Policy Measure
4 - this option would entail the possibilityfonanufacturers to provide H and P statements

on online labels. This possibility is considered by public authorities and consumer
representatives as potentially dangerous for consumers and users in general, hence, the
lower score for Policy Measure 4 inres of its impact on consumers.

Considering the environmental impact, none of the Policy Measure received very positive
feedback from the consulted stakeholders. However, industry and public authorities had an
overall positive opinion on Policy Measurer8terms of its impact on the awareness of
consumers of the impact of dispersion of harmful substances in the natural environment.
Public authorities estimate a positive impact of Policy Measure 2 and a negative impact of
Policy Measure 4 on the environmgwhile industry stakeholders hold the exact opposite

338 Conduct of business (BR Tools #25%), Sectoral competitiveness, trade and investment flows (BR Tools
#21, 27), Impact to the SMEs (BR Tool #28gchnological development / digital economy (BR Tool #28),
and Impact to public authorities (BR Tool #58)

339 Impact to consumers and households (BR Tool #33).
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view. Policy Measure 1 is considered to have no effect to the environment, while Policy
Measure 5 is considered to have a negative impact on the environment by both types of
stakeholders.

Efficiency

The assessment provides information regarding the potential costs araffectsteness

for businesses. It should be noted that monetisation of costs was not feasible in all cases. In
particular, operational costs related to introducing and maintainintpldigbels (costs
related to the implementation of IT solutions, maintaining website for tladets,
managing different data formats, costs associated with changes to design/packaging, etc)
could not be quantified. There was a similar challenge withrdeta the benefits of
introducing digital labelling which could not be estimated due to the wide range of variables
affecting labels (e.qg. size of the label, number of ingredients, type of chemical product, etc.).

A table describing the above mentionedtsdn detail is provided below.

Table140 Analysis of the quantifiable costs
Policy

L -

Policy Policy Policy Policy
Measurel | Measure?2 Measure3 Measure4 Measure5

Undefined Undefined Three to four Three to four Three to four

Familiarisation

activities FTEs who FTEs who FTEs who
(digital would need 1C would need 1C would need 1C
labelling) to 20 working to 20 working to 20 working

Source: Survey oRolicy Options

days to
conduct
familiarisation
activities (e.g.
training,
consulting) at
the company
level.

Note: under
Policy
measure 3,
businesses
would have to
decide
themselves if
they want to
turn to digtal
labelling as it
would be done
in a voluntary
basis

days to
conduct
familiarisation
activities (e.g.
training,
consulting) at
the company
level.

Note: under
Policy
measure 4,
familiarisation
activities
would be
mandatory.

days to
conduct
familiarisation
activities (e.g.
training,
consulting) at
the company
level.

Note: under
Policy
measure 5,
familiarisation
activities
would be
mandatory.

Most policy measure®ntail noamandatory measures (i.e. the use of electronic labels is
always a choice of individual manufacturers analy definition— if a company choses to
invest in the use of a digital tool such aselectronic label, the expected benefits would
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outweigh the costs). Stakeholder perception on the-bestsfits ratié*® under each Policy
Measures presented in the table below.

Table141: Stakeholder perception on tkestbenefits ratio per policy option
Type of | Policy Policy Policy Policy Policy
stakeholder measurel measure2 measure3 measure4 measure5
Industry Undefined Undefined Overall:-7% Overall: 14%

CLP:-77%  CLP: 14%

Detergent: - Detergent:
3% 7%

Overall: 0% NONEIEE Overall:
14% 16%

Public Undefined
authorities

Source: Survey on Policy Options

Coherence

In terms of coherence, the criteria for the assessment of the paasuresire:
Coherencdetween CLP and Detergents regulations;

Coherence with digitalisation trends in the economy and other EU level and international
initiatives on the topit™.

Table142 Assessment of coherence suiteria

Ef fectivenegPolicy|Policy|PolicyPolicyPolicy
me ashr measlir{(meas3lir measdér measdhr
Coherence No Strong/ Str on BWESENEE St r on
CLP and Deitl i mit e ESEEERRENEE p o s 1 t NNORIEEN
1 mpact
DigitalisaitWeakl]yUnde f i SEandoiiBBeiasaiisBoa el
positi posit|ipositiposit

Concerning the first criterion, one of the specific objectives of the regulatory intervention
is to streamline and reduce overlaps or duplications due to incoherence between the two
regulations. The legal analysis, Amnex 13c,presents inconsistenciedeting physical

labels. All policy options, excepPolicy Measure lentail a streamlining of the two
regulations leading to increased coherence of the overall regulatory framework.

Regarding the comparison of the proposed policy options in terms okogkerith market
digitalisation trendsPolicy Measurd andPolicy Measure, the ones that do not entail the
possibility for manufacturers to provide information exclusively on electronic labels, score

340 Ratio of stakeholders who have indicated that cost and benefits under the Policy Optigih arevieiry

high. If the ratio is negative it means stakeholders estimate higher costs than benefits under the option.

S Results on the stakeholders’ perception on the cohe
one of the economic impacts,a me l y “Technological development / Digi
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lower in comparison to options that allow the uselettronic labels to replace (even if
only partially) physical labels. FrorRolicy Measure3 onwards, the possibility to use
electronic labels would be coherent with other similar initiatives of the European
Commission related to the digitalisation of guat information (i.e. the sustainable product
initiative and the digital product passport), but also with recent discussion of the GHS about
the possibility for a digital communication of hazards for chemical products.

A table comparing the overall asseent of key stakeholders and the median rating (from
-5 to +5) of thePolicy Measuress presented in the table below.

Table143 Stakeholders' opinion on the Polibjeasures

Type Policy |[Policy Policy |[Policy |Policy
stakehol meashregmeas2ire meas3iiregmeasdér dmeasidre
Public Over-2l

aut horit CL PL

Source: Survey on Policy Options
The preferred policy option

According to the analysis performed, Policy Measure 3 is the overall preferred option
because it combines the necessary and widely requested simplification and streamlining
interventions foreseen under Policy Measure 2 with the possibility for businessdspt

digital labels. This solutios a first steps considered positively by the majority of the
consulted stakeholders and strongly in line with the digitalisation trends. Summary of the
costs and benefits under the preferred option are in line thi#hBetter Regulation
Guidelines, and is available in Ann&gd

Policy Measure 3 is the only option that would have a strongly positive impact on both
specific objective$SO) of thisinitiatve, namely:

SO1: improve consumer undermsting and awareness ddbels, by simplifying and
streamlining the existing labelling requirements in the Detergents regulation.

SO2: set up a future proof regulatory framework allowing the use of digital tools to
communicate product information.

In terms of effectivenesBdicy Measure3 was ranked as the most effectR@icy Measure
in terms of addressing social, and environmental impacts. Concerning social impacts,
consulted stakeholders consider the revisions uRdécy Measure3 to have an overall
positive impact onite safe use of products (with a preference for revisions to the Detergents
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Regulation compared to the CLP). Moreoveolicy Measure3 is as effective aRolicy
Measureb in terms ofts economic impacts.

In terms of the efficiency, industry stakeholdemnsideredPolicy Measuregt and 5 as
more costeffective thanPolicy Measure3. Nonetheless, when it comes to public
aut horities’ percept iPolioy Measurathatpromotedheusedf ¢ ne f i
digital labelsPolicy Measur& was the onlyption that did not receive an overall negative
assessment.

Most importantly,Policy Measure3 was the onlyPolicy Measurethat received a very

positive overall assessment (median 3 ) from industry and publii
Public authorities ssessed the overall impact Bblicy Measurel, 2, and 3 as strongly

positive, while the industry had a general preference towards PRdéegure3, 4, and 5.
Therefore,Policy Measure3 is the only option that was assessed positively both by the
industryand public authorities.

To conclude, the analysis has shown thalicy Measure is the overall preferred option.
It scores the highest overall in effectiveness and coherence, and is the meffectise
Policy Measurepromoting the use of the digitédbels according to thpublic authority
stakeholders.
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