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16 December 2002

Mr. Romano Prodi







President of the European Commission,







Rue de la Loi 200,







1049 Brussels

Coherence of the EU policy with regard to the protection 
from exposure to electromagnetic fields (EMF)

ORGALIME and WEM Position Paper
Dear President, 

WEM is the employers' organisation of the metal trades
 in Europe covering the engineering, manufacturing and technology based companies. WEM regroups national employer organisations from these trades in 15 European countries. 

ORGALIME represents the mechanical, electrical, electronic and metal working industries of 21 European countries.

Between them WEM and ORGALIME represent about 200,000 companies employing some 12 million people.

We recently welcomed the “better regulation package” of 5 June 2002 where the Commission confirmed its intention to embrace the principle of proportionality more systematically when analysing the balance between the economic, social and environment components of sustainable development. This principle has again been reaffirmed by the Commission’s recent Communication on Industrial Policy in an Enlarged Europe.

We are nevertheless becoming increasingly concerned by what we see as the lack of coherence and proportionality in the Commission’s approach to the issue of electromagnetic fields. 

Our industries are particularly committed to providing safe products. The confidence of customers, whether they are professionals or consumers, using electrical and electronic products and machinery is of paramount importance to our industry, which, in the area of EMF, has already committed itself to comply with the cautionary approach embedded in Council Recommendation 1999/519/EC of July 1999. We make significant efforts to promote a coherent approach by contributing to the development of high quality standards at both the European level, in support of product safety directives and at the international level. We have also made considerable efforts to improve the information we provide to users of engineering products. 

We of course feel that policy makers should also adopt a coherent approach, as the Commission has stated its ambition in its Communication on the Consumer Policy Action Plan (1999-2001) when it stated that it aims to “ensure that risks to consumer health and safety in relation to products are managed in a coherent manner”. We are, unfortunately, becoming increasingly concerned by the number of uncoordinated Commission initiatives in this area.  We believe that these will inevitably have a significant economic impact on our industries. 

The five separate ongoing EU regulatory initiatives which address the exposure to EMF, will disproportionately interfere with the technological processes, innovation capacity and competitiveness of European manufacturers and we therefore: 
· urge that the Commission should act to effectively address the issue of EMF, so as to reduce public concern raised by the mass of incomplete, biased, and consequently unreliable, information that surrounds the EMF issue.  Appropriate information campaigns aimed at European and local authorities, employers and at the general public, that would enable them to take rational decisions in a fully transparent manner, are in our opinion an appropriate first step; 

· call on the Commission to undertake a pre-assessment of the impact of any planned regulatory measures, before considering imposing further regulatory requirements on  products, when the potential impact on health, as stated in all recent governmental studies that reviewed the scientific assessments on EMF  available to date, is assessed as low.  

· recommend that the Commission should pay particular attention to deliver clear and coordinated guidance throughout its services on the assessment of the EMF risk, in order to achieve a consistent understanding of the scientific basis available to date.  We request that all services tackling the EMF risk issue should participate in a common inter-service working group including DGs SANCO, INFSO, ENTR, RESEARCH, ENVI, who already have an inter-service group, as well as DGs Employment and Social Affairs, DG Trade and horizontal services such as the Group of Policy Advisers. 

· request that the Commission should continue to pursue its present cautionary approach, including through education and information of interested parties, with a clear consideration of the conditions of exposure to EMF arising from machinery or electrical equipment, which are different whenever users are workers, as opposed to the general public. 

ORGALIME and WEM firmly believes that, while some considerable work has been carried out on this issue by different services of the Commission, it is essential to adopt a more coordinated and coherent approach, if EU regulations in the area of electromagnetic fields are not to become incomprehensible to consumers and workers and unmanageable for our industry and its customers. 

We trust that the Commission will consider our comments and suggestions as a positive contribution on the path to achieving a proportionate risk management policy in this highly complex area. We have detailed our concerns and recommendations in the enclosed annexes.

A similar letter has been addressed to your colleagues Commissioners Busquin, Byrne, Diamantopoulou, Lamy, Liikanen, de Palacio, and Wallström.


Yours sincerely,


Adrian Harris, Secretary General of 
Uwe Combüchen, Secretary General of


ORGALIME 
WEM

Cc:
Cabinet: Mr. Manservisi, GOPA: Messrs Levi, Rogers, Floyd

13 December 2002
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ORGALIME & WEM Position Paper
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ANNEX II

General recommendations of the European engineering industry 

to the European Commission for an enhanced risk management policy
 of the risk arising from exposure to electro-magnetic fields (EMF)

“ Thriving markets and human security go hand in hand;
without one, we will not have the other. ” 

Kofi Annan, UN Secretary-General

 “Over-stringent requirements for evidence of safety will stifle development of vital technologies and innovations (…) Ideally a balance should be established between encouraging innovations with high potential societal benefits on the one hand and not exposing the public to significant involuntary risks on the other” 

European Commission, DG SANCO: Implementation Report of CR 1999/519/EC, Nov. 2001

http://www.europa.eu.int/comm/health/ph/programmes/pollution/implement_rep_en.pdf 

Executive summary of recommendations:

Consistency in risk assessment

1. Use the ICNIRP Guidelines of 1997 which provide to date the most widely  scientifically and politically acknowledged risk assessment for society;

2. Consider the difference in the conditions of exposure of users, which differ between the general public and workers, because of their uneven level of awareness about the risk and of corresponding protection measures, if any are necessary. 

Proportionality in risk management

3. Use a cautionary approach (bring transparency on the conditions of exposure and the level of risks) rather than the precautionary principle or the ALARA (as low as reasonably achievable) which are not appropriate policies for the management of the EMF risk.

4. Since it is largely acknowledged that the EMF risk is low, implementation of cautionary measures should be accordingly inexpensive and easy to carry out for companies (conformity assessment) as for authorities (market surveillance) and for users (education on safe use);

Better information and education of exposed persons

5. Address the social concerns (risk perception) by promoting education of users, especially workers, as an essential part of the necessary cautionary measures, because:


– Further research does not lead for sure to scientific certainty;


– Low exposure does not prevent social concerns, which arise from scientific uncertainty.

This will help sharing the acceptance of the EMF risk among all interested parties.

6. Dispel public fears by providing credible information on the “high level of safety” at low levels of exposure, that are granted by the cautionary measures set up at the European level, to which the European engineering industry has voluntarily committed itself .

Background of the EU initiatives on EMF 

A. The EMF risk is scientifically assessed as “low”

One should not derive from the possibility of a risk, the probability of its occurrence. The findings of epidemiological studies available to date have not been conclusive in establishing a relationship between the EMF phenomena and adverse effects on health. 

Several official reports such as those commissioned by the Swedish, French, Dutch and British governments, have surveyed the scientific studies available to date and concluded that there is a lack of scientific evidence that EMF causes any health hazard at low levels. They have confirmed that if there is a risk, it is likely to be “low” within the exposure levels recommended by ICNIRP, the International Commission on Non-Ionising Radiation Protection. N.B.: The scientific Committee mandated by the Commission (CSTEE) has recently confirmed the scientific basis of the Council Recommendation 1999/519/EC, based on ICNIRP guidelines, for the general public.  The CSTEE suggests that decisions be taken at the level of the risk-management, i.e. at political level, which we believe is the appropriate level for decisions to be taken.

We provide hereafter some excerpts from the conclusions of official assessment reports of the risk arising from the exposure to electromagnetic fields (with links to the sources).

WHO: “Reviews of the scientific evidence indicate that there is no consequence to health from EMF exposures below guideline limits. Yet there are reports of biological effects from EMF exposures at levels lower than those permitted by the guidelines. These reports identify biological responses that are not known to be harmful to health. Key to this issue is understanding the difference between a response measurable in the laboratory (biological effect) and an adverse consequence in humans. Biological effects do not necessarily lead to any adverse health outcome. Information about these effects must be sufficient to determine whether they could result in any health consequence. (…) Thus exposure above [ICNIRP] guideline limits are not necessarily harmful to health. (…) Science cannot, in principle, prove absolute safety and so any assessment of risk will have associated some small degree of uncertainty. It is because of this uncertainty that guidelines have large safety factors incorporated into the exposure limits. (…) Cautionary responses should be proportional to the potential risk.”

Fact Sheet of the World Health Organisation (WHO) 
 “Electromagnetic Fields and Public Health: Cautionary Policies” March 2000
http://www.who.int/docstore/peh-emf/publications/facts_press/EMF-Precaution.htm
UK: The epidemiological evidence currently available does not suggest that RF exposure causes cancer. This conclusion is compatible with the balance of biological evidence, which suggests that RF fields below guidelines do not cause mutation, or initiate or promote tumour formation. (…) 

Independent Expert Group on Mobile Phones led by Professor Stewart on request of the British government, May 2000
http://www.iegmp.org.uk/ 
SWEDEN: “Clear and consistent evidence that high levels of radio frequency fields increase the risk of cancer does not exist, even if results have been somewhat varied, in both animal trials and epidemiological studies.” (…) “full scientific support is lacking for other risk reducing strategies than those on which the recommendations of ICNIRP and the EU are based” (…) “Concerning risk perception in the general public, EMF does not appear to constitute a major source of worry. Strong levels of worry and conviction about EMFs as risk factors are, however, found in some smaller groups. In the opinion of the evaluators, such worries can, in themselves, constitute a health problem that should be managed.”

Electromagnetic hypersensitivity and health risks from electric and magnetic fields. Research review and evaluation; Final report from the task group at the Swedish Council for Work Life Research, Ulf Bergqvist, Lena Hillert, Elisabeth Birke, November 2000
FRANCE: Although this assertion is backed up by little scientific argument, the hypothesis that certain medical effects are caused by the low-level RF fields associated with mobile telephones cannot be completely excluded, in the current state of knowledge. (…) However, in view of the exposure levels observed, the group of experts does not back the hypothesis that there is a health risk for populations living in the vicinity of base stations. (…) If future research were to (…) demonstrate the existence of health hazards, the risk, at an individual level, would probably be very low. (…) The risk of accident and fatality associated with the use of mobile telephones when driving has definitely been established. In the current state of knowledge, this is the only known health risk, albeit a very serious one.

Les téléphones mobiles, leurs stations de base et la santé -  Conclusions of the Report of the expert group 
led by Dr. Denis Zmirou for the French Health General Directorate, January 2001
http://www.sante.gouv.fr/htm/dossiers/telephon_mobil/resum_uk.htm
EU Commission: “The results of the research in this field have been contradictory, and the balance of scientific evidence did not demonstrate at the time any risk associated with EMF exposure at the low levels to which the public is confronted in its everyday life. Before the implementation of the 1999 Recommendation, all the available evidence the world’s largest health authorities have concluded that the weight of scientific evidence indicated that electromagnetic fields did not cause cancer.”

DG SANCO’s Implementation report on the Council Recommendation 1999/519/EC 
limiting the public exposure to electromagnetic fields (0 Hz to 300 GHz), November 2001
http://www.europa.eu.int/comm/health/ph/programmes/pollution/implement_rep_en.pdf
IARC: “Studies in experimental animals have not shown a consistent carcinogenic or co-carcinogenic effects of exposures to Extremely Low Frequency (ELF) magnetic fields, and no scientific explanation has been established for the observed association of increased childhood leukaemia risk with increasing residential ELF magnetic field exposure.”

Press Release of the International Agency for Research on Cancer (IARC), December 2001
http://www.iarc.fr/pageroot/PRELEASES/pr136a.html 
USA: “In our view, a consistent picture has emerged from these studies that appears to rule out, with a reasonable degree of certainty, a causal association between cellular telephones and cancer to date. (…) Complementing the human data are the emerging results of experimental studies, which have failed to confirm earlier reports of possible adverse outcomes from RF exposure. Moreover, there is no biologically plausible mechanism to support a carcinogenic effect of non-ionizing RF waves.”

SSI Report: “Epidemiologic Studies of Cellular Telephones and Cancer Risk, a Review” by John D. Boice, Jr., Joseph K. McLaughlin. International Epidemiology Institute, 1455 Research Blvd, Suite 550, Rockville, MD 20850 USA., September 2002
http://www.ssi.se/ssi_rapporter/pdf/ssi_rapp_2002_16.pdf 
B. The economic impact of mandatory regulatory measures is comparatively “high” 

Although it lacks scientific evidence of a known risk with severe consequences on health, the European Commission is nevertheless currently planning to launch four directives (Cf. Annex I enclosed), without having carried out detailed economic impact assessments on the companies that will be subjected to the proposed regulations.  Several directives directly impact manufacturers of engineering equipment (e.g. the LVD, MD, draft EUE directive) and professional users of such equipment (draft EMF&W-Physical Agents directive). Orgalime believes that the economic impact of theses measures will be high compared to the low level of the EMF risk.

For example, the draft Directive for the protection of workers (physical agents / electromagnetic fields and waves) would oblige companies, which casually use electrical equipment (such as lighting, computers, and of course processing machines), i.e. virtually all companies, to undertake an assessment of the exposure of their workers to EMF.  
Due to the complexity of such an assessment, this will require the intervention of third-party certifiers and significant costs for companies whatever their size, whereas at present most manufacturers of machinery and electrical/electronic equipment do not today require the involvement of third party certifiers.

The Commission itself, in its Survey on the quality of Union’s regulatory environment noted that product conformity was EU companies n°1 concern and total regulatory compliance costs for companies to be 4 to 6% of GDP (Internal Market Scoreboard n9, Nov. 2001).  In particular, conformity assessment to mandatory requirements related to EMF exposure would particularly affect the ICT industry, and would be in contradiction with Commission's overall objective to promote an information technology based economy in the EU.

In addition, given the harsh competition of the global market in our sectors, and the current difficulties of many Member States to ensure adequate market surveillance of non-compliant imported products, we believe that increased regulation will only create uneven playing-field conditions and increased costs for compliant manufacturers and employers in Europe.

With regard to the protection of consumers and workers from exposure to EMF, Orgalime believes that targeted information campaigns and education about the risks are much more cost-effective than mandatory requirements. 

ORGALIME and WEM Recommendations 

1. Consistency in risk assessment 

The undisputed ICNIRP Guidelines should form the unique scientific basis for both Council Recommendation 1999/519/EC (protection of the general public) and draft Directive COM(92)560 (protection of workers), in order to establish an appropriate risk assessment, for both the general public and workers. This should not affect the scientific risk assessment approach, which bases the use of 2 different sets of threshold values according to the difference in the condition of exposure between the general public and workers, because of their respective (uneven) level of awareness about the risk and of corresponding protection measures, if any are necessary. Therefore, Orgalime calls on the Commission:

· DG Employment and Social affairs, to use the ICNIRP Guidelines for workers as a scientific basis for considering measures to be taken in the Draft Directive on “minimum health and safety requirements regarding the exposure of workers to the risks arising from physical agents (non ionising radiations)”.

· DG Enterprise, to refer to Community measures addressing specifically the conditions of exposure from electrical, magnetic and electromagnetic fields generated by machinery or electrical equipment, which could vary between the general public (Council Recommendation 1999/519/EC) and workers (draft Directive COM(92)560 Physical agents-EMF).

2. Proportionality in risk management

The application of either the ALARA policy or the precautionary principle would constitute a disproportionate answer to managing the risk arising from the exposure to EMF. Once either machines or electrical equipment are designed in such a way that user’s exposure matches the safety thresholds recommended in the ICNIRP guidelines, it is not necessary to reduce further “as low as possible” the EMF emissions generated by the equipment.

On the contrary, the capacity for innovation of companies would be put at risk, including their ability to find new solutions to protect against greater health and safety problems.

· Therefore, Orgalime calls on the Commission (DG Enterprise) not to refer to the ALARA (as low as reasonably achievable) policy in the essential requirements (Annex A) for the Update of the Low Voltage Directive and for the revision of the Machinery Directive concerning the management of the EMF risk.   It would not be consistent with cautionary approach already established by Council Resolution 1999/519/EC complemented by European harmonised measurement and calculation standards made by CENELEC.

· We call on the Commission (DG Employment and Social affairs), to carry out an impact assessment of the proposed measures of Draft Directive on “minimum health and safety requirements regarding the exposure of workers to the risks arising from physical agents (electromagnetic fields and waves)”, with due consideration for the cost of conformity assessment for (small and medium sized) companies and alternatives to regulation.

3. Better information and education of society to address the social concern

The issue of EMF is more matter of risk communication than of risk management. Our industries are committed to provide all relevant information related to the exposure to EMF generated by our products and increasingly do so. Public authorities should dispel the legitimate fears arising from confused or biased information (such as Levi Strauss which sells “anti-radiation jeans”, that are claimed to have “radiation reduction lining (..) which might reduce possible health risks” – Reuters 12/09), which contribute to the dynamics of fear among the general public and consequently give rise to unfair business practices.

· We believe that the five EU initiatives that address the exposure to EMF (See Annex 1) should be better co-ordinated, in order to respond adequately to public pressure, which we see as mainly driven by either local authorities that lack appropriate information to deal with the people under their jurisdiction, or small interest groups and popular press who speculate and exaggerate fears in the aftermath of the BSE scandal. 
· Therefore we call on the Commission to address the social concern (risk perception) by ensuring that both scientifically grounded and easily understandable explanations are provided to the general public and workers on the known facts related to exposure to EMF.  This would help sharing the acceptance of the EMF risk among all interested parties, for the following reasons:
– Further research does not lead for sure to scientific certainty;
– Low exposure does not prevent social concerns, which arise from scientific uncertainty.

· The Commission should co-ordinate a communication campaign, throughout the Member states and encourage any initiative and that would improve the level of education of all interested parties, whether the general public, workers, local authorities, and political leaders at a national and European level. Orgalime welcome the Commission intention to carry out such a public communication campaign on the "third generation" mobile communication equipment. Orgalime is also aware of  Commission initiative to set up through the Joint Research Centre (IHCP) a European Information System on EMF (EIS-EMF), and is ready to bring its product related expertise with a view to ensuring that the system can be operational as soon as possible.

We believe that such initiatives would contribute to reassure the public on the high level of safety of machines and electrical equipment, which has never been better, since the implementation of health and safety legislation, such as LVD, EMCD, MD, and RTTED which regulate our products.

____________

ANNEX I – Table of on-going EU initiatives which tackle the exposure to electro-magnetic fields (EMF)





EUROPEAN INITIATIVE�& official reference�
LEGAL�BASIS�
CEC DG�
STATUS�
MAIN CONCERNS�of ORGALIME and WEM�
�
Council Recommendation of 12 July 1999 on the limitation of exposure of the general public to electromagnetic fields (0 Hz to 300 GHz)


� HYPERLINK "http://www.europa.eu.int/comm/enterprise/electr_equipment/lv/rec519.pdf" ��Council Recommendation 1999/519/EC�, OJEC L99/59, 30.07.1999.�See also: � HYPERLINK "http://www.europa.eu.int/comm/health/ph/programmes/pollution/implement_rep_en.pdf" ��Implementation Report of November 2001�.�
Article 152(4)�
DG SANCO, G/2


+


DG ENTR, G/3�
Adopted. �
The legal basis is not legally binding for Member States but � HYPERLINK "http://www.europa.eu.int/comm/enterprise/electr_equipment/lv/emf.htm" ��DG ENTR mandated Cenelec� (M/305) to draft harmonised standards complying with the thresholds of CR 1999/519/EC, using the legal basis of  the Low Voltage � HYPERLINK "http://www.europa.eu.int/comm/enterprise/electr_equipment/lv/direct/consolid.pdf" ��Directive 1973/23/EC� and the RTTE � HYPERLINK "http://europa.eu.int/comm/enterprise/rtte/dir99-5.htm" ��Directive 1999/5/EC�.�
�
DRAFT Directive on “minimum health and safety requirements regarding the exposure of workers to the risks arising from physical agents (electromagnetic fields and waves)”


� HYPERLINK "http://europa.eu.int/scadplus/leg/en/cha/c11139.htm" ��Commission Proposal COM(92) 560 final�, OJEC C 77, 18.03.1993�
� HYPERLINK "http://www.europa.eu.int/eur-lex/en/treaties/dat/ec_cons_treaty_en.pdf" ��Art.137� (ex Art.118)�
DG EMPL, D/5�
According to its declared intention (See Council’s � HYPERLINK "http://register.consilium.eu.int/pdf/en/02/st12/12366en2.pdf" ��Information Note of 30/09/2002�), the Danish Presidency put forward an amended proposal of a Directive (SOC 583) to be discussed by the Council’s Social Questions Working Party (first meeting on 17 December 2002).�
The scientific basis of the old 1992 draft proposal is not in compliance with the one chosen in CR 1999/519/EC (i.e. the ICNIRP Guidelines).  The definition of workers is too broad and brings a scope overlap with CR 1999/519/EC (See our � HYPERLINK "http://www.orgalime.org/pdf/EMF-RM02.pdf" ��Information note on EMF risk management�).�
�
Discussion paper on the update of the Council Directive of 1 February 1973 on the harmonization of the laws of Member States relating to electrical equipment designed for use within certain voltage limits, which protect users from all electricity related risks, including “radiations” (Cf. Annex I) Council � HYPERLINK "http://www.europa.eu.int/comm/enterprise/electr_equipment/lv/direct/consolid.pdf" ��Directive 1973/23/EC� (LVD), OJEC L 77/29, 2 .3.1973. Amended by Council Directive 93/8/EEC of 22 July 1993, OJEC L 220/1, 30.8.1993�
Art. 95�
DG ENTR, G/3�
No draft of a revised directive yet.  � HYPERLINK "http://www.europa.eu.int/comm/enterprise/electr_equipment/lv/direct/review.htm" ��Ongoing discussion with interested parties�.


The detailed essential requirements on electro-magnetic fields are described in Annex I, Section II.6 of the �HYPERLINK "http://europa.eu.int/comm/enterprise/electr_equipment/lv/direct/lvdupdate2.pdf"��Working Document “LVD Update.2”�.�
Orgalime is currently preparing comments in writing explaining our concerns about the current wording of the essential requirements on exposure to EMF.  It shows an unclear definition of the risk covered, wrongly suggests (in our opinion) the application of the ALARA risk management policy, and makes confusion between the level of protection for the general public and for workers. (See our � HYPERLINK "http://www.orgalime.org/pdf/EMF-RM02.pdf" ��Note on EMF risk management�).�
�
DRAFT Directive revising the � HYPERLINK "http://europa.eu.int/comm/enterprise/mechan_equipment/machinery/direct/dir98-37.pdf" ��Machinery Directive 98/37/EC� requires that “machinery must be designed and constructed that any emission of (…) non-ionising radiation is limited to the extent necessary for its operation and that the effects on exposed persons are non-existent or reduced to non-dangerous proportions” (Cf. Annex I, COM(2000) 899 final of 26.01.2001).�
Art. 95�
DG ENTR, G/3�
� HYPERLINK "http://europa.eu.int/comm/enterprise/mechan_equipment/machinery/direct/proposal.htm" ��Proposal for a Directive� of the European Parliament and of the Council on machinery and amending Directive 95/16/EC (Lifts). The detailed essential requirements on EMF are described in Annex I, Point n°1.6.11, Annex IV, Point 19 and  Article 8, Section 1.d.�
Orgalime sees many inconsistencies such as:


a scope overlap between the Machinery directive, the LVD and the Draft directive on Physical Agents / EMF for the protection of workers;


there is no reference to the ICNIRP Guidelines, which provide the most widely recognised scientific basis; 


the wording refers wrongly to the ALARA policy�
�
DRAFT Proposal for a Directive on establishing a framework for Eco-design of End Use Equipment, which includes a requirement to assess “anticipated pollution through physical effects such as electromagnetic fields” (� HYPERLINK "http://europa.eu.int/comm/enterprise/electr_equipment/eee/workdoc09102002.pdf" ��See Joint DG ENTR-DG TREN’s Working paper�)�
Art. 95�
DG TREN, D/1


+ 


DG ENTR, G/3�
A stakeholder meeting was held on 18/11/2002.  Commission’s intention is to launch this proposal in 2003 (� HYPERLINK "http://europa.eu.int/comm/enterprise/electr_equipment/eee/index.htm" ��See DG ENTR’s Web page�).�
It is disproportionate to require manufacturers or users to assess the “pollution” on the environment through EMF, as there is no scientific method available which could establish it.  The cost of conformity assessment for companies, esp. SMEs, would be disproportionate to the alleged impact.�
�









� Metal trades means the metalworking, mechanical, electrical and electronics engineering, the aerospace, automotive, computer, communications and shipbuilding industries. In some countries it even includes the steel industry.


� 	This Position paper is also supported by:


� HYPERLINK "http://www.ceced.org/" ��CECED�, the European Committee of Manufacturers of Domestic Equipment


ELC, the European Lighting Companies Federation


EPTA, European Power Tool Association
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