
Co metal harmonised classification and labelling (CLH) proposal

COMMUNICATION TO DG ENV AND DG GROW:

OVERVIEW OF COBALT INDUSTRY AND DOWNSTREAM USERS POSITION

ECHA’s Risk Assessment Committee issued an opinion that was discussed at the CARACAL meeting of 7-8
March 2018 on the proposed hazard classification of cobalt metal (Co) as Carc.1B for all routes of exposure,
with a Specific Concentration Limit (SCL) of 0.01% w/w; Muta. 2; and Repr. 1B, with a Generic Concentration
Limit (GCL) of 0.3% w/w.

Industry would like to draw the attention to the fact that some of the potential consequences of the proposed
classification (i.e. the Specific Concentration Limit (SCL) for carcinogenicity of 0.01%) are unintended and
far-reaching.  These consequences are fully explained in a series of briefing notes and position papers
produced by the CI/CoRC and Downstream Users (DUs) in annex, and summarised below (under socio-
economic aspects).   

Industry has  also expressed concerns about the appropriateness/conservatism of  the approach used to
derive a SCL when it is applied to calculate the carcinogenic potency, and hence the SCL, for inorganic
substances generating local cancers via the inhalation route of exposure. Some further work was carried out
in follow-up to CARACAL, summarised below under the item: Technical Aspects (Annex 1).

● SOCIO-ECONOMIC ASPECTS 

The proposed SCL of 0.01% will lead to potential large impacts to both industry and society that
cannot be resolved by downstream legislation as explained below.  The socio-economic issues can be
summarised as follows:

- The potential impacts on nine key sectors (final slags, ferrochrome / ferromoly, stainless steel, nickel,
copper slags, abrasives, hardmetal, powder metallurgy, medical devices) are outlined in Annex 2.  Each
sector will be affected by at least one of the four categories of impacts: 1) not being able to use final
slags produced by the metals sector; 2) reduced re-use of scrap material; 3) possible stigmatisation; 4)
higher compliance and regulatory costs.  In these sectors, the impacts primarily result from cobalt being
unintentionally or unavoidably present as an impurity.  Annex 2 concludes that;

➢ The proposed CLH will  have unintended consequences on the EU Circular Economy from
reduced  re-use  of  several  final  slag  related  materials  (e.g.  ferrochrome  slags)  and  on  the
currently high recycling rate of steel scrap (to make new stainless steel).

➢ As cobalt will be unintentionally present above the proposed 0.01% SCL, it could have indirect
impacts on high value supply chains (e.g. for nickel and stainless steel).

➢ Finally, the proposed CLH will impose direct costs of compliance across many EU sectors that
non-EU firms would not incur. This will affect the competitiveness of EU firms.

➢ A 0.1% GCL rather than the SCL of 0.01% would mitigate most of the impacts. At least as an
interim measure while the SCL methodological aspects on potency, bioavailability and all routes
are resolved (see Annex 1). 

- Annex 3 explains cobalt  metal’s status as a critical raw material (CRM) as defined by its economic
importance and supply risk, and its role in the EU Circular Economy (CE). The EU’s transition to a CE
aims to promote cyclical and efficient resource use and waste minimisation throughout the value chain to
‘close the loop’ in the current economy. Cobalt has a broad range of important industrial applications, but
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it is especially crucial in batteries for various consumer goods as well as the emerging market for electric
vehicles (EVs). The use of EVs is also critical for other EU targets such as low-carbon initiatives and
sustainable economic growth.

- The case of  final  slags  demonstrates that  some uses would  be restricted despite  REACH dossiers
showing safe use.  Final  slags would no longer be usable,  with  large consequences for the Circular
Economy while unnecessarily challenging the landfilling capacity in the EU. Moreover, the costs for the
EU industry would be as high as 600 mio Euros/year and for society up to 100 mio Euros/year (Annex
4).

Finally, a series of  secondary annexes  explains the position of several key downstream users of cobalt:
stainless  steel  industry  (Annex  5),  stainless  steel  recycling  (Annex  6),  nickel  value  chain  (Annex  7),
recycling industry (Annex 8), medical devices (Annex 9), and food contact materials (Annex 10).

TECHNICAL ASPECTS

We are concerned by the fact  that  some key methodological  approaches under the current CLP
Regulation and related guidance:

- May not accurately capture the intrinsic potency properties of cobalt metal: an investigation
into the appropriateness of the linear (T25) versus a non-linear dose-response model to estimate
potency was conducted by G. Johnson (Swansea University) and W. Slob (RIVM) Q1 2018. They
concluded that the cancer dose-response should be described with the non-linear Benchmark Dose
(BMD), and Confidence Intervals (Annex 1). Also other aspects of the T25 calculation, such as the
conversion factors from inhalation to internal dose, and the appropriateness of the original database
to estimate the carcinogenic potency of inorganic and/or inhalation carcinogens are questioned. 

- Do not yet account for bioavailability, a key area currently under development by a number of
scientific and regulatory bodies (Annex 1).

- These different elements lead to an overprotective proposal as evidenced by recent human data:
(32,354 workers, observation period 1952 - 2014) indicating no elevated cancer risks (referenced in
Annex 1).

All these concerns could be addressed by:

- More  time  to  resolve  the  technical  aspects  by  establishing  a  special  group  to  review  the
methodology to derive the potency.  To allow for this, Cobalt metal could be taken out of the
current ATP batch, or the SCL put on hold (for a suitably defined time period).

- Waiting for this resolution will  not cause any threat to human health as the risk is currently
demonstrated to be properly controlled (Annex 1). 

o If the Co metal classification must go forward, mitigation of some of the most significant

and unintentional impacts due to Co metal being a natural impurity are still needed as an
interim measure, while the methodology aspects are being dealt with.  We share our view
on the proposal as follows:

o Carc.1B: 
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▪ We do not contest the classification (1B) itself.

▪ Although we do not agree with the ‘All routes’ we will not contest it in the context of the
hazard consideration. 

▪ However,  we  do  contest  the  Specific  Concentration  Limit  (SCL)  because  of  the
uncertainties related to its derivation and the significant  unintended impacts in some
sectors  and  for  the  Circular  Economy and recommend the  adoption  of  the  Generic
Concentration Limit (GCL).

▪ We recommend linking the GCL to bioavailability considerations, as the GCL alone will
still  not be sufficient for many mixtures (alloys) impacted by the presence of Co as a
natural impurity.

o Repro 1B: we do not contest the classification

o Muta 2: we do not agree with the classification but do not contest it.

Annex List

Pack 1: Key Aspects

1. Co  metal  harmonised  classification  and  labelling  (CLH)  proposal  Post-CARACAL  Briefing  Note  1:
Technical Aspects (Updated). CI/CoRC 20/04/18.

2. Summary of SEA cases on the proposed CLH of Co metal. Eftec May 2018.

3. Cobalt metal as a critical raw material (CRM) and its role in the EU circular economy (CE).  Eftec May
2018.

4. Study on the impact of different scenarios of Cobalt Metal Classification in slags from the metals sector:
Summary and Overall Conclusions.  Eurometaux May 2018.

Pack 2: Industry cases and position papers

5. Case Study: Impacts from a Potential Cobalt Metal Classification on the EU Stainless Steel Industry. 
Eurofer / The Nickel Institute March 2018.

6. Case Study: Impacts from a Potential Cobalt Metal Classification on the Recycling of Stainless Steel.
Team Stainless March 2018.

7. Case Study: Impacts from a Potential Cobalt Metal Classification on the Nickel Value Chain in Europe.
The Nickel Institute March 2018.

8. Position on the Harmonised Classification and Labelling of Cobalt Metal. EURIC October 2017.

9. MedTech Europe position on the proposed harmonised classification of cobalt metal as CMR category
1B. MedTech Europe April 2018.
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10. Impact of the Cobalt Classification as Proposed by RAC on the Food Contact Materials and Articles
Sector: Why Downstream Legislation Will Not Resolve the Issues.  FEC April 2018.
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