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KEY MESSAGES

The proposed occupational limit value of 20 pg Co/m3 for the inhalable
fraction and 4.2 ug Co/m3 for the respirable fraction for cobalt and its

1 inorganic cobalt compounds should not be lowered to 10 ug Co/m3
after the transition period of six years due to very significant feasibility
issues.

Due to the lack of substantial benefit on workers’ health and the

2 expected high implementation costs on employers, there should be
no introduction of an occupation exposure limit for isoprene within the
context of CMRDé.

A general transition period of six years should be introduced for
3 polycyclic aromatic hydrocarbons (Benzo(A)JPyrene), extending the
derogation for nine specific sectors to all industries.
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GENERAL AND SPECIFIC'COMMENTS

i
o

1. GENERAL COMMENTS

1. Europe remains the safest place to work and do business in the world. In order to not only
hold but further strengthen this position, European employers strongly support the continuous
updating of relevant occupational health and safety directives, wherever this is technically and
economically feasible. BusinessEurope therefore welcomes the Commission’s proposal for the
sixth revision of the Carcinogens, Mutagens and Reprotoxic substances Directive (CMRD] as it
aims to improve the protection of more than 2.5 million workers in the EU against hazardous
substances.

2. Taking into account the outcomes of the impact assessment, we support the Commission’s
decision not to include an occupation exposure limit (OEL) for isoprene under its proposal. As the
impact assessment clearly indicates that an OEL for this substance would only imply increased
costs for employers but no additional benefits for workers, it is appropriate that the proposal
focuses solely on those substances where a substantial impact can be identified. With a view
to better implement the principles of the Better Regulation Toolbox, it is clear that retaining
isoprene under the scope of this revision is a blatant example of overregulation and introducing
unnecessary regulatory burden on European companies.

3. Overall, BusinessEurope acknowledges that the Commission has sought to uphold the outcome
of the Advisory Committee on Safety and Health at work (ACSH) opinions on the four identified
substances in its proposal'. Whilst we warmly welcome this recognition of the ACSH’s invaluable
work, it remains important to underline that several major concerns regarding cobalt and
inorganic cobalt compounds, polycyclic aromatic hydrocarbons (PAHs) and welding fumes,
as outlined in our response to the second stage social partners’ consultation, have not been
adequately addressed in the proposal.

2. SPECIFIC COMMENTS

A. COBALT AND INORGANIC COBALT COMPOUNDS

4. BusinessEurope supports the proposed new limit value of 20 ug Co/m3 for the inhalable fraction
and 4.2 ug Co/m3 for the respirable fraction as a reasonable outcome. Whilst it is the lowest value
in the world, many industries already meet these levels and achieving them has been shown to not

' ACSH (2023], Opinion on an EU binding Occupational Exposure Limit Value (BOEL) and notations for cobalt
and its inorganic compounds, Doc. 005/23.
ACSH (2023], Opinion on an EU binding Occupational Exposure Limit Value (BOEL] for Polycyclic Aromatic
Hydrocarbons (PAHs), Doc. 003/23.
ACSH (2023), Opinion on an EU binding Occupational Exposure Limit Value (BOEL), Short-Term Exposure
Limit (STEL), Biological Limit Value [BLV] and skin notation for 1.4-dioxane, Doc. 007/23.
ACSH (2023), Opinion on introducing work involving exposure to fumes from welding processes containing
substances that meet the criteria for CMR category 1A/1B set out in Annex | to the CLP Requlation, Doc.
006/23.
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https://circabc.europa.eu/sd/a/49d22931-7d49-452b-9dc8-f1474e6f60c6/ACSH Adopted opinion Cobalt and inorganic compounds 22.09.23-EN.pdf
https://circabc.europa.eu/sd/a/49d22931-7d49-452b-9dc8-f1474e6f60c6/ACSH Adopted opinion Cobalt and inorganic compounds 22.09.23-EN.pdf
https://circabc.europa.eu/sd/a/d83f72a6-7cb7-4a98-b77b-c0f7a74f21bb/Addendum to ACSH opinion PAHs-EN.pdf
https://circabc.europa.eu/sd/a/d83f72a6-7cb7-4a98-b77b-c0f7a74f21bb/Addendum to ACSH opinion PAHs-EN.pdf
https://circabc.europa.eu/sd/a/fcbb5c02-0c72-45ee-ba78-0031b914b1b6/ACSH Adopted opinion 1_4-dioxane 22.09.23-EN.pdf
https://circabc.europa.eu/sd/a/fcbb5c02-0c72-45ee-ba78-0031b914b1b6/ACSH Adopted opinion 1_4-dioxane 22.09.23-EN.pdf
https://circabc.europa.eu/sd/a/ebaaf294-094d-411d-8fae-abd1e49a9557/ACSH Adopted opinion Welding fumes 22.09.23-EN.pdf
https://circabc.europa.eu/sd/a/ebaaf294-094d-411d-8fae-abd1e49a9557/ACSH Adopted opinion Welding fumes 22.09.23-EN.pdf
https://circabc.europa.eu/sd/a/ebaaf294-094d-411d-8fae-abd1e49a9557/ACSH Adopted opinion Welding fumes 22.09.23-EN.pdf
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only be feasible butalso have a beneficial outcome on workers” health. In particular, we support the
combination of the inhalable and respirable fraction as it presents a strong and comprehensive
level of protection for workers.

Nevertheless, we strongly note that an OEL value of 20 pg Co/m3 is already very strict and
will require tremendous investment from the industry. Any lower OEL imposed on European
companies, regardless of the transition period, will have dire consequences on not only the cobalt
industry but the European economy as a whole. Taking this into consideration, we urge the co-
legislators to adopt the limit value of 20 pg Co/m3 for the inhalable fraction and 4.2 ug Co/m3 for
the respirable fraction and reject the OEL of 10 ug Co/m3 after the transition period of six years.

The Draghi reportindicates that extensive regulatory requirements stemming from EU legislation
have a negative impact on European companies’ innovation and competitiveness compared to
their counterparts in the USA and China. This is exemplified by the fact that our main global
competitors, the USA and China, have OELs for cobalt and its inorganic compounds of 100 pg
Co/m3 and 50 pg Co/m3 respectively. We are deeply concerned that introducing an OEL lower
than 20 pg Co/m3 which is not economically feasible for European companies, risks pushing this
industry completely out of Europe. This in turn will not only lead to significant job losses across
various sectors in the EU and social dumping to countries with lower protection standards for
workers but also exposes the European economy to become overly dependent on China and the
USA for its cobalt production.

Taking thisinto consideration, itis expected thatinternal and foreign investmentinto the European
cobalt sector will decrease significantly due to overly stringent rules in the EU as compared to
the rest of the world. This could result in the likely relocation of production sites to countries
and regions outside the European Union and, associated with this, distortion of competition in
international comparison, irrespective of the serious effects in training and qualification. This
initiative could therefore have more far-reaching consequences for the European industry than
only the increased protection of workers. This is of particular importance in a time where Europe
is trying to refocus on increasing their overall competitiveness as well as to position themselves
as a more credible actor in line with the principle of strategic autonomy.

Against this background, we underline the pinnacle role that cobalt plays in Europe’s broader
goals. The cobalt supply industry is not only crucial for the manufacturing and machine industry as
well as the EU’s green transition but also for Europe’s defense scale-up and security ambitions?.
Carbide cutting tools can contain up to 15% cobalt and are indispensable in manufacturing and
machining industry. It is therefore expected that problems with the supply of cobalt in the EU will
strongly affect this industry.

As it stands, the EU is leading when it comes to sustainable and circular economy solutions and
products, and, with the right incentives and regulatory landscape, the EU can boost European
competitiveness and create economic opportunities in the circularity business. However, the
introduction of an overly stringent OEL risks undermining European competitiveness and security
and negate any incentive put forward in the upcoming Circular Economy Act and impeding the
industry from investing in itself to meet these green goals.

In the Critical Raw Materials Act cobalt has been labelled a Strategic Raw Material, with
benchmarks set to ensure 40% of Europe’s cobalt needs come from domestic processing and
refining, and 15% of needs come from domestic recycling. Applied specifically to cobalt, these
targets imply that Europe’s cobalt refining and processing industry needs to grow by 122% (2.2
times) and recycling by 150% (2.5 times) by 2050. It will furthermore need to increase cobalt

2 Cobalt has historically been used in the form of super-alloys with applications in the aircraft and aerospace
industries.
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use by 350% by 2050 to meet the needs of the green transition, driven in particular by the use of
cobalt in battery cathodes, with a 135% increase in cobalt jobs by 2030 alone.

However, the European cobalt industry is already severely struggling due to significant crash
in global cobalt prices®. This plummet in the market has resulted in a complete standstill for
investment in the industry, which has already lead to the closing down of facilities within Europe
as well as the bankruptcy of European companies. This bottleneck is exacerbated by the fact
that 65,000 new cobalt jobs are expected to be created in the EU by 2030 to meet the demands
of the green transition. It is clear that this industry will require huge investments to grow to
the size needed to sustain the European green goals. However, with the newly proposed OEL of
20 pg Co/m3, it is estimated that 50.000 jobs will be cut. We therefore strongly regret that the
impact assessment did not take into account this altered reality and is based on outdated and
incomplete data.

To address these challenges and allow the industry the necessary room to make the required
investments, we therefore call for the inclusion of an adequate transition period to comply with
the limit value of 20 pg Co/m3. We note in this regard that in some cases and for some companies,
innovation is required not only for redesigning process equipment but also for redesigning the
process in its entirety.

Against this background, we furthermore stress the critical importance of Respiratory Protective
Equipment (RPE) in ensuring adequate worker protection in particularly challenged sectors.
The current draft’s recital, which merely notes that cobalt is assigned “a notation for dermal and
respiratory sensitisation,” is insufficient as it addresses a different health concern. It is essential
to recall the consensus reached within the Advisory Committee on Safety and Health at work
(ACSH]J, where it was unanimously acknowledged that: “All three interest groups agree that some
sectors may face particular difficulties for complying with the proposed OELs. In these sectors there is
a need for using respiratory protective equipment (RPE] to ensure that the workers are appropriately
protected.” This tripartite agreement underscores the necessity of explicitly integrating the use of
RPE into the operational provisions of the directive for sectors where meeting the OELs presents
significant challenges.

Lastly, we are particularly concerned with the inadequate impact assessment of the proposed
OEL of 10 ug Co/m3 after the transition period of six years. Whilst the European Commission
identifies some of the bottlenecks as identified above and even directly underlines that the costs
for companies to implement the OEL value of 10 pg Co/m3 severely outweigh the benefits on
workers’” health, it fails to put forward a proportionate proposal that accurately reflects this
reality. We note in particular that the socio-economic impact assessment does not take a closer
look at the extensive costs companies will incur on a running basis, including but not limited to
those for the biological monitoring.

B. PAH

15.

16.

BusinessEurope supports the proposed updated limit value of 140 ng/m?3 for Benzo(A]Pyrene,
which will be lowered 6 years after entry into force to 70 ng/m3.

Nevertheless, we underline that for many Member States the proposed reduction of the OEL for
PAH is significant and will require substantial investments, especially for indoor workplaces. We
regret that the impact assessment does not adequately take into account these different starting
points of the various Member States in implementing a new BOEL. This is a missed opportunity
to further explore a feasible implementation period for this substance to achieve the OEL of 70
ng/m?3 based on a more robust cost-benefit analysis that better reflects the required investments
from different sectors and different-sized companies in the various Member States.

3 The European cobalt metal prices hit a seven-year low of $12.75 per pound in August 2024.
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17. Based on this, we deem it important that the derogation, which includes a transition period of
6 years for nine specific sectors, is applicable to all industries. It is inherently difficult to fully
anticipate every sector that may face significant challenges in complying with the new limit value,
despite the impact assessment underpinning the ACSH opinion. A general transition period
would offer the necessary safety net for unforeseen difficulties across the economy. Moreover,
this approach would align with the European Commission’s stated objective for simpler and more
effective legislation, avoiding a complex and potentially incomplete list of sectoral derogations in
favour of a more pragmatic and universally applicable rule.

C. WELDING FUMES

18. BusinessEurope supports the new entry of welding fumes in the list of substances, mixtures
and processes into Annex |: “Work involving exposure to fumes from welding processes containing
substances that meet the criteria for classification as a category 1A or 1B carcinogen, mutagen or
reprotoxic set out in Annex | to Regulation (EC] No 1272/2008*".

19. We regret that the proposal does not specifically include a footnote to be added to the new entry
to Annex | which clarifies that currently Annex | contains only a list of carcinogenic substances,
mixtures and processes and that reprotoxic substances, mixtures and processes need to be
included in order to be consistent with the proposed welding fumes entry. As we previously
clarified in our input to the second stage social partners consultation, this footnote would help
distinguish between the requirements applying to carcinogens versus those for reprotoxic
substances, clarifying that:

e for the new entry, reprotoxic effects have to be included, but not for the previous entries;

e provisions for reprotoxic substances are not the same that for carcinogens or mutagens.

20. Finally, the footnote would help clarify that the entry in Annex | can only be applied to welding
fumes under the following two conditions:

e Theycontain substances that are classified as carcinogens, mutagens or reprotoxic according
to CLP;

e They exceed the relevant limit.

21. We reiterate that the lack of this clarifying footnote could have potential adverse effects on the
search for existing, but especially future skilled workers in an already tight labour market. As
the welding profession deals with an increasing attractiveness problem, with huge shortages
of qualified welders in amongst others the metal sector, labelling an entire profession as
“carcinogenic” would not only be blatantly dishonest but could also have disastrous effects on
the profession as a whole.

4 CLP
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BusinessEurope is the leading advocate for growth and competitiveness at the
European level, standing up for companies across the continent and campaigning
on the issues that most influence their performance. A recognised social partner,

we speak for enterprises of all sizes in 36 European countries whose
national business federations are our direct members.
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