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Protection of workers from exposure to carcinogens or mutagens  
Impact Assessment (SWD (2016) 152 final, SWD (2016) 153 (summary)) of a Commission proposal for a directive of the 

European Parliament and of the Council amending Directive 2004/37/EC on the protection of workers from the risks 

related to exposure to carcinogens or mutagens at work (COM (2016) 248 final) 

 

Background 

This note seeks to provide an initial analysis of the strengths and weaknesses of the impact assessment 

accompanying the above proposal which was adopted on 13 May 2016 and referred to Parliament’s Committee 

on Employment and Social Affairs (EMPL). The World Health Organisation (WHO) cites cancer as the second largest 

cause of death in most developed countries. In 2013, there were an estimated 1.314 million cancer deaths in the 

EU. According to the IA, 102 500 deaths in the EU resulted from occupational-related cancer; cancer is the 'first 

cause of work-related deaths in the EU accounting for 53% of annual occupational deaths (IA, p.8). Indeed, around 

20 million EU workers are exposed to carcinogens at work. Workers in the EU are currently protected from cancer-

causing chemicals under the Carcinogens and Mutagens Directive 2004/37/EC (CMD), which is one of 24 directives 

falling under the Occupational Safety and Health Framework Directive 89/391/EEC (OSH Framework). In 2014, the 

Commission launched the EU Strategic Framework on Health and Safety at Work 2014-2020 (EU Strategic OSH 

Framework)1. It is currently performing an ex-post evaluation of the OSH Framework for the period 2007-2012 in 

27 Member States as part of its Regulatory Fitness and Performance Programme (REFIT) with a view to improving 

the operation of the framework (IA, p.25). In its resolution2 of 25 November 2015 on the EU Strategic OSH 

Framework, the European Parliament reiterated its previous calls3 for the Commission to revise the CMD, 

highlighting the importance of protecting workers from carcinogens, mutagens and reprotoxic4 substances. A 

revision of the CMD was included in the Commission's 2011, 2012 and 2016 Work Programmes.  

 

The OSH Framework sets general objectives to eliminate and reduce to a minimum the risks to safety and health 

of workers. The CMD stipulates provisions on carcinogens, which include Occupational Exposure Limit Values 

(OELs) for the listed carcinogens or mutagens when this is possible. It also states that employers must 'identify 

and assess risks to workers' associated with carcinogens and 'must prevent exposure where risks occur'. 

Substitution by non- or less-hazardous processes or chemical agents is required if possible or, if not, they must be 

manufactured and used in a closed system. Should this not be technically possible 'workers exposure must be 

reduced to as low a level as is technically possible' (minimisation obligation under Article 5 of the CMD) (IA, p.10). 

                                                 
1 COM(2014) 332 final, Brussels, 6.6.2014. The Juncker Commission also launched the 'Triple A Social Europe' that 

seeks to promote, among other things, workers’ health throughout their working life.  
2 European Parliament resolution of 25 November 2015 on the EU Strategic Framework on Health and Safety at Work 

2014-2020 (2015/2107(INI)).  
3  In 2013, the European Parliament called on the Commission to submit a revised proposal: see Scholz, Nicole, Limits 

on exposure to carcinogens and mutagens at work, EPRS Legislative Briefing, June 2016, p.3. 
4 At the end of stakeholder consultations, there was no agreement on the need to include reprotoxins in the CMD, although 

workers favoured their inclusion (IA, p.93). The Commission thus launched the 2010 RPA study to assess if they should 

be included (IA, p.95), but it 'did not provide sufficient evidence that including these chemical agents [...] would lead to 

a higher protection of workers'. They are thus excluded from this initiative (IA, p.91).  

http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//NONSGML+TA+P8-TA-2015-0411+0+DOC+PDF+V0//EN
http://www.europarl.europa.eu/RegData/etudes/BRIE/2016/583849/EPRS_BRI%282016%29583849_EN.pdf
http://www.europarl.europa.eu/RegData/etudes/BRIE/2016/583849/EPRS_BRI%282016%29583849_EN.pdf
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These provisions apply to the 1 017 chemical agents classified as ‘Category 1' under the EU Labelling and Packaging 

Regulation (CLP)5 and to any chemical agent placed on the EU market. The current initiative introduces OELs for 

136 of 25 priority agents that have been identified as carcinogenic by national and/or international authorities and 

institutions (IA, p.7). According to the IA, the remaining 12 require additional analysis of the costs and benefits 

and will therefore be presented in a further impact assessment (IA, p.8).  

 

Problem definition 

The main problem identified by the IA is the fact that cancer is the first cause of work-related deaths. The IA clearly 

identifies two drivers: market drivers and regulatory drivers. Regarding market drivers, patterns of exposure to 

chemical agents change rapidly, as developing technology, raw materials and energy prices can increase use (IA, 

p.10). The Commission could have further explained in what ways ‘market forces’ are a driver of workers’ 

significant exposure to carcinogens, instead of merely describing the problem. In relation to the regulatory drivers, 

the IA points to an outdated EU legal framework for carcinogens and inadequate national OELs. Annex I of the 

CMD currently includes five process-generated substances (PGS)7. Annex III indicates OELs for three agents: 

benzene, vinyl chloride monomer (VCM) and hardwood dusts (IA, p.11). According to the IA, these annexes 'are 

not in line with scientific evidence'  because ‘many of the chemical agents under the CLP are 'no longer used in 

Europe’ (IA, p.13). It goes on to explain that respirable crystalline silica, a carcinogen, is not included in Annex I; 

the OELs for hardwood dust and VCM in Annex III are too high to protect workers and Annex III in general needs 

to be updated with other agents (IA, p.13). Member States may adopt OELs for chemical agents that do not have 

EU-level OELs and can adopt national OELs that are lower (hence, more stringent) than at EU-level. However, ‘they 

vary considerably […], leading to significantly different levels of protection', leading to inadequate protection of 

workers and unfair competition between economic operators as 'businesses located in Member States with less 

stringent levels [...] benefit from an undue competitive advantage' (IA, p.16). The Commission thus aims to include 

respirable crystalline silica in Annex I of the CMD and include and revise OELs for 13 agents in Annex III. 

 

The IA also describes who is affected by the problem and how (section 1.2), highlighting the impacts on workers 

(e.g. health costs, quality of life, loss of earnings etc.), on the economy (e.g. burden on public finances and 

reduction in labour supply), on Member States (e.g. healthcare costs, benefits, early retirement, tax revenue loss 

for social security systems), and on businesses (e.g. loss in productivity, decreased competitiveness vis-à-vis other 

companies). In general, more evidence to suggest that, for example, absent or too high OELs 'provide a potential 

incentive for companies to [relocate] in Member States with the lower standards' (IA, p.22) would have been 

welcomed. The evolution of the problem without EU action (baseline scenario), estimating the number of deaths 

and health costs between 2010 and 20698 per agent, is comprehensively outlined (IA, p.19).  

 

Objectives of the legislative proposal 

The general objective of the Commission initiative is to 'ensure and maintain a high level of protection of workers' 

health and safety' in the EU (IA, p.25). Along with this, the Commission includes three specific objectives, which 

are: 

 To create up-to-date protection from occupational exposure to chemical carcinogens; 

 To increase the effectiveness of the EU framework by updating it on the basis of scientific expertise; 

 To ensure more clarity and create a more level playing field for economic operators (IA, p.25).  

 

                                                 
5 Regulation EC No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification 

labelling and packing of chemical substances and mixtures. Category 1 means they 'may cause cancer'; 336 are category 

1A and 681 are category 1B, denoting whether assessments are based on human or animal evidence respectively.  
6 These are: 1,2 epoxypropane; 1,3 butadiene; nitropropane; acrylamide; hardwood dust; chromium (VI) compounds; 

ethylene oxide; o-toluidine; refractory ceramic fibres; respirable crystalline silica; vinyl chloride monomer; 

bromoethylene (vinyl bromide); and hydrazine (IA, pp.19-20).  
7 PGS refer to hazardous dust, fumes, gases and by-products during production processes (IA, p.11) 
8 The chosen period accounts for 60 years. The reason for this chosen period is not given in the IA.  
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The objectives appear to be clear and consistent with the manner in which the problem was defined, as well as 

with other EU policies (such as the aforementioned EU Strategic OSH Framework) and the Charter for Fundamental 

Rights (Article 2 on the right to life and Article 31 on the right to fair and just working conditions with respect to 

his/her health, safety and dignity) (IA, p.26).  

 

Range of options considered 

The Commission discarded six policy options9 mainly because they were judged to be ineffective. Four options, 

relating to the value of OELs, were retained for consideration: 

 

Option 1: 'Baseline Option': no policy change. 

Option 2: Directly adopting the OELs agreed by the Advisory Committee on Safety and Health at Work (ACSH)10 

for each of the 13 agents.  

Option 3: Adopting OELs that are lower than ACSH’s recommendations for each of the 13 agents and thus more 

protective of workers’ health.  

Option 4: Adopting OELs that are higher than ACSH’s recommendations for each of the 13 agents and thus less 

protective of workers’ health.  

 

A diagram is presented to illustrate the procedure for setting the OELs, alongside a table showing the various 

options for each of the 13 chemical agents (IA, p.31 and pp.33-34). Throughout the process, the Commission 

consulted the Scientific Committee on Occupational Limits for Chemical Agents (SCOEL)11, which evaluated each 

substance using the latest data and submitted recommendations, as well as ACSH, which reviewed SCOEL’s 

recommendations and gave opinions. Nonetheless, it is not evident how the OEL values were chosen and the 

interaction between SCOEL and ACSH is not obvious. Overall, the presentation of the retained policy options is 

very brief (just 2 pages) compared to the presentation of the discarded options (4 pages). It is also not apparent 

why Options 3 and 4 were included, even though the IA explains that these options ‘were drawn from the IOM 

Study’12, which used a SCOEL recommendation (wherever such a recommendation was available) or took into 

account national as well as non-EU OELs (IA, p.33). Nonetheless, in being less stringent than the levels already 

established by many Member States and industries, Option 4 does not seem consistent with the spirit of the 

aforementioned objectives of the initiative, notably with regard to ensuring and maintaining a high level of 

protection of workers’ health and safety; it therefore does not seem like a genuine alternative option. Moreover, 

Options 3 and 4 do not have OEL values for every substance in the list. For 8 out of the 13 agents, Option 3 is not 

considered (IA, pp.33-34). Even though the IA states that this is due to lack of data (IA, p.33), this underlines the 

Commission's apparent preference for Option 2 (especially since the summary table of impacts on p.78 only 

mentions Option 2). However, this preferred option is not always stated explicitly for all chemical agents13 and it 

is not stated in the IA’s Executive Summary.  

 

Scope of the Impact Assessment 

The Commission has mainly assessed the economic and social (relating to health) aspects of the retained policy 

options per chemical agent, which are then individually compared to the baseline scenario in helpful charts (IA, 

                                                 
9 These were: (A) Banning the use of the carcinogenic chemical agents; (B) Self-regulation (industry voluntary 

agreements); (C) Sector or industry specific OELs; (D) Providing industry-specific scientific information without setting 

OELs; (E) Market-based instruments; (F) Regulation under other EU instruments (REACH) (IA, pp.27-29). 
10 ACSH is a tripartite body set up in 2003 (Council Decision (2003/C 218.01)) 'to streamline the consultation process in 

the field of occupational safety and health' and assist the Commission in the 'preparation, implementation and evaluation 

of activities' in this field (IA, p.31). 
11 ‘SCOEL is an independent scientific committee, established by a Commission [1995 and then 2014] Decision and 

composed of 21 experts’ for workers’ protection from risks associated with exposure to hazardous chemicals (IA, p.31).  
12 The Institute of Occupational Medicine (IOM) Research Project P937/99, Health, social-economic and environmental 

aspects of possible amendments to the EU Directive on the protection of workers from the risks related to exposure to 

carcinogens and mutagens at work, May 2011  
13 It is stated explicitly, e.g., for hardwood dust (IA, p.49) but not e.g. for epoxypropane (IA, p.39).   
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sections 5 and 6, pp.37-76). Environmental impacts are said to be broadly negligible; this would have perhaps 

required further justification, as it is somewhat surprising that the environmental impacts of carcinogenic 

chemicals are largely unassessed. The impact on the effectiveness (to reach the desired objectives), efficiency and 

coherence is assessed. Although the figures that are used to score these criteria are explained in a footnote (IA, 

p.34, footnote 74), the meaning of the criteria themselves (e.g. coherence), and how they fed into the overall 

policy considerations, is not apparent. The economic aspects are assessed in terms of costs of compliance to 

businesses in order to meet the proposed OELs and, at times, in terms of broader operating costs and conduct of 

businesses (e.g. potential for closures). Social impacts for each option are quantified in terms of Disability Adjusted 

Life-Years (DALYs) and Years of Life Lost (YYLs)14 and are also monetized using a mixture of value of life years lost 

(VOLYs), cost of illness (COIs) and willingness to pay (WPA)15 in order to assess net health costs/benefits of either 

avoided deaths or avoided cancer registrations (IA, p.35). It appears as though the three methods were used 

simultaneously in order to deduce the cost variables (low and high estimates) for all types of identified cancers 

associated with the 13 chemical agents (IA, p.108). The methodology is explained in Annex 4, but the presentation 

in the core part of the IA is weak; it is not evident how the figures were obtained.   

 

The section comparing the impacts of the different policy options is rather weak and inconclusive. The scope of 

the social and economic impacts is quite limited. There is some mention of social impacts in terms of behavioural 

changes (e.g. new health and safety training) and changes in job patterns due to possible closing down or 

relocation of companies (see, for example, IA, p.65). Yet, the scope remains largely focused on health, which 

excludes other social considerations such as loss of wages from illness. Health impacts were predominantly limited 

to cancer cases; respiratory diseases, for example, were not included in the calculations due to data limitations 

(IA, p.79)16. The IA has not considered, within the scope of economic impacts, the costs for businesses in terms of 

loss of workers.  Even though the Commission is transparent about the fact that a lack of data explains why Option 

3 was not considered for many chemicals (IA, p.33), this has inevitably limited the scope to an assessment between 

Options 2 and 4, where Option 4 does not seem like a real option. It seems as though Option 2 was chosen over 

Option 3 because economic impacts were given greater consideration, as the health benefits of each were the 

same; for refractory ceramic fibres, the economic costs of compliance were higher under Option 3, which also 

included the risk of closure of companies (IA, p.62-63). This is the same for butadiene (IA, p.40), hardwood dust 

(IA, p.47) and respirable crystalline silica (IA, p.64). However, in the case of acrylamide, industry is already 

complying with the OELs proposed under Options 2 and 3, and the health and economic costs are the same for 

both options (IA, p.45)17. Therefore, it is not always clear why Option 2 was chosen over Option 3. 

 

Regarding the overall impacts of the retained option18, the IA incorporates more social considerations in its 

assessment of the impact on workers (i.e. number of avoided cancer cases, monetized health benefits, mitigation 

of loss of wages). It also analyses the impact on businesses (costs of compliance, low administrative burden); 

Member States/national authorities (mitigation of financial loss of social security systems, non-significant 

administrative and enforcement costs for public authorities); and fundamental rights (the aforementioned Articles 

2 and 31 on page 3 of this briefing) (IA, pp.78-83). The Commission has attempted to include other considerations 

in this part of the scope, such as administrative burden and mitigation of loss of wages, which it did not include 

                                                 
14 DALYs=YLL (years of life lost due to premature mortality) + YLD (years of life lost due to disability) (IA, p.102). 

DALYs calculate both morbidity and mortality.  
15 VOLYs are monetized YYLs. The IA has based itself on another study which uses €50 000 and €100 000 as the lower 

and upper ranges of health costs/benefits. COI calculates the cost of medical expenses related to a type of 

illness/intervention (=number of cancer registrations x (direct cost per registration + indirect cost per registration). WTP 

is used instead of COI to calculate the upper range (€1.79 million) because it can better include intangible costs. See 

Annex 4, pp.103-108 for more information.  
16 However, the IA states that in ‘taking into account general estimates of costs relates to these diseases, it could be 

expected that limiting the risks leading to their onset could be considerable’ (IA, p.79).  
17 The IA notes that economic costs can be expected to be lower under Option 2, but this does not reflect what is said in 

the table (IA, pp.44-45) and also would not make sense if industry is already complying with Option 3.  
18 The IA mentions retained ‘options’ and ‘options package’ (IA, p.78) but it becomes evident upon reading that this 

probably relates to the various OELs chosen under Option 2 for each chemical agent. 
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for all policy options. However, this analysis remains quite vague. Further information on the administrative 

burden for public authorities and businesses would have been welcomed since the initiative aims to revise the 

regulatory landscape for health and safety.  

 

Subsidiarity / proportionality 

The IA justifies EU action from both a Treaty and value-added perspective. According to Article 153 TFEU, the EU 

has the right to 'support and complement the activities of the Member States as regards the protection of workers' 

health and safety, and to adopt by means of Directives, minimum requirements for gradual implementation' (IA, 

p.21). OELs provide 'robust and objective benchmarks' to 'better facilitate the practical implementation of the 

general requirements for prevention and exposure reduction' (IA, p.22). At the moment, a minimum basis of 

protection cannot be guaranteed by Member States alone since 'as shown in Table 2 in Annex 6 there are also 

many cases where Member States have no OELs or ones which are less protective of worker health than the value 

recommended by ACSH' (IA, p.22). However, by giving a better sense of scale of the issues, the IA would have 

better justified that EU action is necessary and 'in line with Article 5(3) of the TEU' (IA, p.22) on subsidiarity. 

Proportionality has been considered mainly when assessing ‘percentage of workers in the EU for whom legal 

protection could be improved by adoption at EU level’ of OELs for each chemical agent (IA, p.37). However, 

proportionality was hardly assessed for public authorities, which would have been welcomed since, in many cases, 

Member States either have no OELs or have ones that are less protective. The deadline for national parliaments 

to submit reasoned opinions is 12 July 2016.  

 

Budgetary or public finance implications 

The IA notes that the retained option will 'mitigate financial loss of the Member State's social security systems' 

and that 'administrative and enforcement costs […] should not be significant' (IA, p.83). These costs are not 

quantified in the IA. The Explanatory Memorandum of the proposal states that the proposal 'does not require 

additional budget and staff resources for the EU budget or bodies set up by the EU'19.  

 

SME test / Competitiveness 

The IA presents an assessment of the impact of the retained option on SMEs and competitiveness in dedicated 

sections as ‘SMEs are not exonerated from the obligation to eliminate or reduce to a minimum the risks arising 

from occupational exposure to carcinogens or mutagens’ (IA. p.81). Overall, it does not appear that a quantitative 

cost-benefit analysis for SMEs was conducted. According to the IA, SMEs will be less likely to cover the costs to 

introduce OELs; they have a lower level of expertise; and, since finance is more difficult to obtain, they might have 

less time and money to invest in effective risk management implementation (IA, p.81). Therefore, SMEs will 

probably be affected by the imposition of a 0.1 mg/m3 limit for respirable crystalline silica, especially in the 

construction sector, with possibilities of closures or relocations (although, for the construction sector relocation 

is not a viable option) (IA, p.81). Nonetheless, the IA states that the extent of these risks is difficult to estimate. 

Moreover, since 17 EU Member States (as well as Australia, USA and Canada) have already introduced an OEL of 

0.1 mg/m3 or below, adjusting to it might be feasible. Costs of compliance for chromium IV will ‘affect small firms 

employing less than 20 [people], particularly in the manufacture of fabricated metal products’, causing some 

companies to close or to cease using the agent. However, these costs are likely to have been overestimated (IA, 

p.82). The IA notes that OELs ought not to result in ‘additional reporting or documenting obligations and the 

clarifications provided in Annexes I and III should in fact decrease the burden on employers’ by providing guidance 

on the expected levels of compliance and the scope of the proposal (IA, p.82).    

 

The impact on competitiveness is also assessed in a positive light, as introducing OELs will decrease competitive 

distortion between firms operating in Member States with different national OELs by providing legal certainty of 

an enforceable exposure limit applicable in all Member States (IA, p.82). Moreover, there should not be 'a 

                                                 
19 COM(2016) 248 final, Explanatory Memorandum, p.15.  
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significant impact on the external competiveness of EU firms as many of the values proposed are similar to those 

in other countries [...] notably EU largest trading partners, such as US, China or Switzerland' (IA, p.83). 

Furthermore, keeping workers healthy has a direct positive impact on productivity and sustainability of social 

security systems. 

 

Simplification and other regulatory implications 

The CMD interacts with 23 other directives as part of the OSH Framework (see Annex 7), including the Chemical 

Agents Directive20 (CAD) that also has binding biological OELs, but which covers the protection of workers from all 

hazardous chemical agents generally. The CMD also interacts with the 2006 REACH Regulation21, which 

'consolidated and evolved several parts of the EU chemical risk control system - principally those relating to risk 

assessment and internal market risk management measures' (IA, p.23). Both REACH and CMD protect workers 

from risks associated with exposure to carcinogens, which are thus complementary, but CMD is more targeted 

and REACH applies broadly to protect the health of humans and the environment (IA, p.23). The IA explains the 

interaction between the two in order to justify why addressing the current issues under REACH is not enough. For 

example, REACH does not include PGS and does not set OELs (IA, p.24 and pp.141-142). Finally, as mentioned 

above, the CLP relates to the CMD by 'providing a link to the hazard classification of chemical agents' (e.g. category 

1A or 1B) to which the CMD applies (IA, p.143).  

 

The IA contains an apparent contradiction, first noting that the Commission is ‘currently finalising an ex-post 

evaluation’ of the OSH Framework as part of REFIT (IA, p.24), but then stating that the framework ‘has just 

undergone a comprehensive evaluation’ (IA, p.84). The results have not yet been published, even though they 

were expected at the end of 201522. This is regrettable as it could be expected that they would have shed light on 

the role of each piece of legislation and how their interaction will bring more clarity and simplification to the OSH 

Framework23.  

  

Quality of data, research and analysis 

The Commission had recourse to outside experts in preparation of the IA. The study by the Institute of 

Occupational Medicine (the IOM Study) evaluated the impacts of introducing OELs for the 25 chemical agents 

between 2010 and 2069. The Commission also consulted SCOEL and ACSH, who aided in determining these 

chemical agents and in setting the OELs. Overall, the assumptions of the IOM Study, and the way the study was 

used in the IA, are clear (IA, pp.19-20 and pp.35-36). The Commission has sometimes complemented the IOM’s 

study with other research. Despite this, some studies cited are quite old. Exposure levels for many chemicals are 

based on data from the 1990s and early 2000s (IA, p.44; p.46; p.50). For example, the IA notes that the latest 

available exposure level data for hydrazine ‘is extremely limited (the most recent data available is from 1998 for 

Japan)’ (IA, p.75). However, the Commission is at least transparent about the scarce availability of data, which is a 

positive feature of the IA, and has commissioned a study24 to collect more data on the burden of occupational 

disease. However, for ‘most chemical agents under consideration, data on the number of workers is scarce and 

unreliable […] and data on the current exposure levels across EU Member States is generally not available’ (IA, 

p.35). The same applies to epidemiologic evidence ‘inevitably affecting the reliability of the derived estimates for 

the number of cancer registrations and deaths’ (IA, p.36). In light of these limitations, it is unfortunate that the 

                                                 
20 Directive 1998/24/EC on the protection of the health and safety of workers from the risks related to chemical agents at 

work.  
21 Regulation (EC), No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the 

Registration, Evaluation, Authorisation and Restriction of Chemicals. Under REACH, 'companies manufacturing or 

importing chemicals into the EU in quantities of one tonne or more per year [are required] to evaluate the risks resulting 

from the use of those chemicals and to take the necessary steps to manage any identified risk...' (IA, p.140). 
22 COM(2014) 322 final, p.3. 
23 For an implementation appraisal of the CMD see: Remac, Milan, Exposure to carcinogens and mutagens at work, 

EPRS Implementation Appraisal, May 2016. 
24 The ‘HazChem@Work’ external study will ‘create a database and develop a model to estimate the occupational 

exposure for a list of hazardous chemicals' in EU Member States (IA, p.86, footnote 130).  

http://www.europarl.europa.eu/RegData/etudes/BRIE/2016/581397/EPRS_BRI%282016%29581397_EN.pdf
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results of the ex-post evaluation as part of REFIT were not included in the IA to present more evidence and data 

to strengthen the problem definition. This point was also raised by the Regulatory Scrutiny Board in its first 

negative opinion of the IA. Moreover, it is not clear why and how the figures for DALYs, YYLs and attributable 

deaths between 2010 and 2069 are the same under the different options for various chemical agents25. For 

example, acrylamide causes 3 480 DALYs, 3 410 YYLs, and 230 attributable deaths under options 1, 2 and 4 (IA, 

p.44) and hydrazine causes 12 340 DALYs, 10 370 YYLs, and 710 attributable deaths for the same options (IA, p.75).  

  

Stakeholder consultation 

The Commission appears to have consulted widely and in accordance with Article 154 of the TFEU, which provides 

for a two-stage consultation of social partners for social policy initiatives (IA, p.22). The details of the stakeholder 

consultation (including what was asked and results broken down by industry) are clearly outlined in Annex 2. The 

Commission highlights stakeholders by industry throughout the IA to indicate their views on policy options. A 12-

week online public consultation was not conducted for this individual proposal, although it was undertaken for 

the whole framework in 2013 for the new EU Strategic OSH Framework. The results of this consultation are not 

discussed in the IA. The core consultation process which underpins much of the Commission’s reasoning appears 

to be quite old, as it dates from 2004-2007 and then 2011-2013. It would have been useful to know if this 

information was reviewed. 

 

The first stage of the consultation with social partners was launched in April 2004 and lasted for six weeks, while 

the second stage was launched in April 2007. There was partial and general agreement on revising OELs and 

establishing new ones for more substances as well as introducing a methodology for setting OELs respectively. 

Stakeholders also expressed the view that ACSH should be involved and that socio-economic assessments needed 

to be taken into consideration in order to understand how to set OELs. Thus, in 2009, the Commission tendered 

the IOM Study on which the IA is based. The Commission then initiated six further consultations between 2006 

and 2015 in the form of workshops and surveys that sought to enable scientists, technicians and academics to 

contribute to the discussion and gain more data on EU national OELs (IA, pp.94-96). Of noteworthy importance 

were the consultations with the tripartite Working Party on Chemicals of the ACSH and with industry and workers’ 

representatives concerning specific chemical agents, such as silica and refractory ceramic fibres. The Commission 

met the Working Party in 2011, 2012 and 2013 to keep it informed of, and gain input on, the results of the IOM 

Study (IA, p.95). The meetings with industry and workers’ representatives (which are not mentioned in the core 

text of the IA) gathered stakeholders’ views with regard to specific OELs and to amending the CMD in general (IA, 

p. 97). More information on how these consultations fed into the interaction between the Commission, SCOEL 

and ACSH would have also been welcomed.  

 

Monitoring and evaluation 

The Commission identifies two operational objectives for the retained option: 

 'The reduction of occupational diseases and occupational related cancer cases in the EU; 

 The reduction of costs related to occupational cancer for economic operators and for social security 

systems in the EU' (IA, p.85).  

 

The IA also identifies relevant indicators (the number and the costs related to the above objectives) and their 

sources (IA, p.85). The IA states that the overall REFIT revision of the OSH Framework ‘would have an impact on 

the monitoring and evaluation arrangements of the [CMD]' (IA, p.84). The fact that the results of the REFIT ex-post 

evaluation are not presented in the IA in order to clarify what these impacts could be, somewhat undermines the 

robustness of this section. The lack of data and different national reporting structures also calls into question the 

effectiveness of the indicators, although the Commission has recognised this issue (IA, p.86). The Commission 

would monitor the implementation of the proposal by undertaking a transposition and conformity check. National 

                                                 
25 Options 2 and 3 for refractory ceramic fibres both had the same number of 800 DALYs and of 790 YYLs for options 

2-4 (IA, p.62). Options 1, 2 and 4 for vinyl chloride monomer all have 300 attributable deaths (IA, p.71). 

http://ec.europa.eu/social/main.jsp?catId=333&langId=en&consultId=13&visib=0&furtherConsult=yes
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authorities, particularly national labour inspectorates, would monitor the application and enforcement of the 

proposal. Member States would continue to provide a single report to the Commission every five years on the 

practical implementation of the OSH directives. The Commission would evaluate the latter within 36 months after 

the five-year period and inform the European Parliament, the Council, the European Economic and Social 

Committee and ACSH of the results and possible improvements (IA, p.86).  

 

Commission Regulatory Scrutiny Board 

The Regulatory Scrutiny Board (RSB) issued a negative opinion on a draft version of the IA report in January 2016. 

A revised version received a positive opinion two months later. However, the RSB still called for further 

improvements. These appear to have been addressed, notably the need to present the costs as being those 

incurred when compared to the baseline, expand on stakeholder views and include a comparison of regulating 

workers' exposure to carcinogens through the OSH Framework (CMD) as opposed to via REACH. The RSB's request 

to strengthen the evidence used to underpin the value added of European OELs does seem to have been fully 

covered, however. It should be underlined that the majority of additional policy options, which were then 

discarded, were included in the impact assessment only after the RSB’s negative and positive opinions. While the 

IA is transparent about this, this confirms the overall impression that the preferred course of action was Option 2 

from the outset. 

 

Coherence between the Commission's legislative proposal and IA  

The legislative proposal appears to follow the recommendations expressed in the IA, opting for policy Option 226. 

However, the proposal does not make any reference to the monitoring and evaluation arrangements outlined in 

the IA.  
 

Conclusions 

Overall, the Commission appears to have provided sound reasoning and justification for the initiative. The 

methodology used to compare the scope of impacts is well-developed, but the proposed range of options limits 

the scope of the analysis. As Option 3 is barely considered, and Option 4 does not seem to be consistent with the 

objectives, the added value of these options is not evident. Moreover, both the IA and the Explanatory 

Memorandum of the proposal are not explicit about the preferred option. More information on the consultation 

with SCOEL and ACSH would have been welcomed in order to understand the way in which the OELs were set. 

Finally, it is not entirely clear why the Commission has come forward with this proposal before the ex-post 

evaluation of the OSH Framework undertaken within the remit of REFIT has been completed. Indeed, including 

the results of the ex-post evaluation in the IA might have strengthened the Commission’s evidence base as well as 

further clarified the monitoring and evaluation arrangements and the interaction between the various pieces of 

legislation under the OSH Framework.  

 

This note, prepared by the Ex-Ante Impact Assessment Unit for the European Parliament's Committee on Employment and Social 
Affairs, analyses whether the principal criteria laid down in the Commission’s own Impact Assessment Guidelines, as well as 
additional factors identified by the Parliament in its Impact Assessment Handbook, appear to be met by the IA. It does not attempt 
to deal with the substance of the proposal. It is drafted for informational and background purposes to assist the relevant 
parliamentary committee(s) and Members more widely in their work. 

To contact the Ex-Ante Impact Assessment Unit, please e-mail:  EPRS-ExAnteImpactAssessment@ep.europa.eu  
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