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Ą Orgalime is the European federation representing the interests at the level 

of the EU institutions of the European mechanical, electrical, electronic and 

metal articles industries as a whole. 

ĄOrgalimeôs member federations directly or indirectly represent some 

130,000 companies of an industry which employs some 10.9 million people 

across 22 European countries, the overwhelming majority of them are small 

and medium sized enterprises (SMEs).



ĄMuch has been achieved to reduce the exposure of consumers and 

workers to risks arising from non-food manufactured products, mostly 

thanks to good engineering practices (as shown in the left-hand side): 

the various coloured lines show the index of fatal accidents of various 

causal origins: at school, at work, at home, on the roads... all of them 

are on a sharp and steady decline (here since 1994).

ĄAt the same time, according to an OECD figure (as shown on the 

right-hand side), private and public consumption per inhabitant in 

Western Europe has increased at a rapid pace during the same past 

decade, and this trend is likely to continue until 2020 at least: we use 

about 10 times more technical products in households than 10 years 

before, and yet the number of total injuries decreases.

Ą This reminds us the compelling need to assess risks against reality, 

so as to minimise the risk perception bias in risk management 

decisions.
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Ą This presentation refers to the European Union context where the 

single market rules (mostly based on article 95 of the Treaty), have 

granted free circulation to products that meet a minimum set of 

common ñessential requirementsò in order to establish a ñhigh levelò of 

protection of various core policy interests: health and safety of 

consumers and workers, the environment, energy efficiency.

Ą It is all about CONFIDENCE BUILDING: Risk mitigation is achieved 

throughout a complex mix of measurements, testing and compliance 

procedures in order to achieve the best balance between legal 

requirements and market needs.

ĄFor most electrical, mechanical and metallic products, risk 

assessment is documented in harmonised standards within the 

framework of applicable legislation. 

Ą It is important to underline that legitimate, lawful business needs 

clear rules and LEGAL STABILITY in order to prosper. 
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Ą The set of rules applicable to electrical/mechanical products is 

increasingly complex: over years, horizontal legislation dealing with 

social issues (e.g. The Outdoor Noise Directive, the Optical Radiation 

Directive), with economic issues (e.g. Marketing of Goods package, 

SME Charter...), or with the protection of the environment (REACH 

Regulation on chemicals, Ecodesign EUP Directive...), have added up 

to existing vertical product directives (such as the Machinery safety 

Directive, Pressure Equipment, Radio and telecommunication terminal 

equipment, Low Voltage, personal protective equipment, or for 

explosive atmospheres...).

Ą For each policy of these vertical or horizontal policy requirement, 

there is a corresponding risk assessment procedure, which often 

adding up to the others, sometime in a conflicting way. 

Ą It is particularly relevant to avoid inconsistencies with regard to risk-

assessment, which falls under the manufacturerôs responsibility when 

he/she places professional equipment (e.g. a machine tool) on the 

market but falls under the employerôs responsibility when the same 

equipment is used by the workforce.

Ą The New Legislative Framework (NLF) provides the most cost-

effective system to mitigate risks in human interaction with products 

and processes and Orgalime look forward to it being applied, in 

particular because it refers to harmonised standards in order to 

document the risk assessment and to facilitate the corresponding 

conformity assessment procedure.
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