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OSH regulatory framework on chemicals

Process generated carcinogenic 
agents

Carcinogenic substances cat. 1A & 1B
Mutagenic substances cat. 1A & 1B

Any chemical agent because of its 
physicochemical, chemical or 
toxicological properties and the way 
it is used or is present in the 
workplace, present a risk to the 
safety and health of workers

Carcinogen & 
mutagen directive 

(CMD)

risk 
assessment

…Chemical agent 
directive (CAD)

risk 
assessment

…

Bulgarian legislation transposing EU legislation
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Main elements of controlling risks at the 
workplace

• Avoid use of hazardous substances if feasible

• Prevent exposure if feasible

• Minimise exposure to a level where health 
risks cease to exist

• Substitute CM substances where technical 
possible

• Use CM substances in closed systems where 
technical possible

• Minimise exposure as low as technical 
achievable

Occupational exposure limit reflects safe level(1) Occupational exposure limit reflects maximum 
tolerable exposure(1)

(1) As a general rule, exemptions are possible
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EU-wide occupational exposure limits for CM 
substances

• Since 2017 24 new OELs have been set

Reference Number of 
chemicals covered

Ultimate date for 
transposition

Legal text

Directive (EU) 2017/2398 
(17/12/2017)

13 17/01/2020

Directive (EU) 2019/130 
(16/01/2019

6 5/02/2021

Directive (EU) 2019/983 
(5/06/2019)

5 11/07/2021

2017_2398

2019_130

2019_983
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Upcoming EU wide exposure limits

Limits values recommended by the tri-
partite advisory body

• Benzene
– 0.5 ppm 
– 0.2 ppm (after 4 years)
– New review by 2028

• Acrylonitrile
– 0.45 ppm + 1.8 ppm (STEL)

• Nickel
– 0.01 mg/m³ as from 17/1/2025

◦ Respirable fraction
– 0.05 mg/m³ as from 17/1/2025

◦ Inhalable fraction
◦ Until 17/1/2025 0.1 mg/m³

COM proposal to amend 
annex I and III (…)

impact assessment

Directive amending CMD 
(…)

legislative 
procedure

tri-partite consultation

scientific assessment
• nickel compounds
• acrylonitrile
• benzene
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Should CM&R substances be subject to the 
same legal obligations?

Reprotoxic substances cat. 1A & 1B

2004

2007 Consultation Social partners (2nd stage)

2008

2011 Roadmap review CMD
Impact assessment inclusion reprotoxic substances

2015

Publication CMD
Consultation Social partners (1st stage)

Evaluation implementation EU OSH legislation

2016 COM proposal review annex I & III CMD

2017 Review CMD (I)

EP resulotution calling to include reprotoxins

Non binding guidance best cost/benefit
Lack of data – no robust assessment

2018

A long standing 
discussion:

2019

COM to asses impact of inclusion of R-substances in to CMD
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Why seeking for a harmonised OSH 
framework?

Legislative coherence at EU level

BPR
CMR-substances 
subject to the same 
homogeneous 
provisions PPP

Level playing field across the EU
• 1 out of 3 Members States 

accommodate reprotoxic
substances in CM equivalent 
legislation

• MS having additional 
requirements for R-substances 
on top of those imposed by the 
Chemical Agent Directive. 

• Requirements may differ from 
MS to MS. 
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Why seeking for a harmonised OSH 
framework?

Threshold mode of action reprotoxins is questioned by several stakeholders

# reprotoxic substances also
classifed as C and/or M substance

# substances for which NO 
safe exposure level can be
derived

# substances for which a safe
exposure level can be derived

2004

Substances where 
reprotoxicity is linked to 
endocrine disrupting 
properties existence of a 
threshold MoA is challenged

CM 
substances

reprotoxic
substances

# 
su

bs
ta

nc
es

 

CM 
substances

reprotoxic
substances

# 
su

bs
ta

nc
es

 

2018
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EU Commission is assessing several options

• From no change to complete overhaul of current regulatory 
framework
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Next steps

• Tri-partite advisory body to advice EU Commission on preferred
option

• EU Commission to prepare legislative proposal
• Timelines are unclear, but change will come
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