Pilz Automation Safety L.P. Outlines the 20 Things You Need to Know about the new Machinery Directive and Exporting to Europe

Canton, MI – For those planning on exporting to Europe, the following explains major concerns regarding the new Machinery Directive:

 1) Why did the European Commission create a new Machinery Directive?

As with all laws, drafting is not perfect and the commission recognized gaps between the effects that were intended and those achieved in the original drafting. A commissioned study by a high level group of independent experts into the practical application of the machinery directive resulted in the "Molitor Report". This report issued in November 1995 contained 12 recommendations for simplifying the application of the Machinery Directive. Most of these recommendations have been followed in Directive 2006/42/C. The objectives in introducing a new directive are to provide a better definition of key concepts within the directive to clarify certain aspects and requirements which were perceived as ambiguous, to ensure uniform application to consolidate and simplify the application of the directive in harmony with other EU directives, and to provide greater legal certainty for buyers and suppliers alike.

 2) Did the original directive result from the creation of the single market in Europe?

Yes, the single market depended on the elimination of barriers to trade between member states and enshrined protection for the freedom of movement of capital, people, goods, and services. The Engineering and Machine building sectors were and are important sectors of the European economy. However, prior to the first machinery directive there was no common regulations or standards for machinery supplied on the market. The aim of the EU in introducing the Directive 89/392/EEC and its amending Directive 98/37/EC, generally known as the "Machinery Directive", was to ensure the free movement of the products within the scope by guaranteeing a high and common level of protection in the areas of health, safety and consumer rights. 

3) Is this the only directive impacting suppliers and users of machinery?

No! There are a number of other directives, many dating back to the 1980s that you need to be

aware of. When creating the single market the social partners agreed that protection of the Health, Safety and Welfare of workers was a key value within the community. This led to the enactment of the "Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to encourage improvements in the safety and health of workers at work." Another important directive is "Council Directive 89/655/EEC of 30 November 1989 concerning the minimum safety and health requirements for the use of work equipment by workers at work (and subsequent amending directives 95/63/EC and 2001/45/EC). This directive impacts employers who use machinery and sets out minimum requirements for existing machinery and requires that all new machinery should meet the requirements of all applicable directives, including the Machinery Directive.

4) What happens if a worker is injured as a result of safety defect on a machine?

 Many factors come into consideration in answering this question. The new MD requires member states to implement penalties that are effective, proportionate and persuasive. However, it is up to each member state to decide on the appropriate penalties. Other national laws may come into play in relation to civil or criminal prosecutions. It should be understood that the "Product Liability Directive" applies in cases where a product "does not provide the safety which a person is entitled to expect".

 5) Are there any changes to the definition of machines are covered under the New Directive?

There are a number of refinements and additions to the definition of a machine. The core definition of a machine is now: "An assembly, fitted with or intended to be fitted with a drive system other than directly applied human or animal effort, consisting of linked parts or components, at least one of which moves, and which are joined together for a specific application." So a machine must have a "drive system" such as an electric motor, linked parts one of which moves, such as a mechanical slide and must be constructed to perform a specific application such as molding a plastic part or welding two parts together.

 6) What if I build a mechanical assembly such as a conveyor belt but do not supply or fit the motor?

This situation is anticipated in the Directive and covered by a definition: "an assembly ... missing only the components to connect it to .... sources of energy and motion".
7) My company buys CE marked machines and robots use them in automated production lines. How does the new Machinery Directive affect us?

It is now very clear that your company creates an assembly of machines or "partly completed machines" and that assembly must be CE marked. Particular consideration must be given to understanding the risks created by the interaction of machines and to ensuring that "... the safety related parts of the control system must apply in a coherent way to the whole of an assembly of machinery and/or partly completed machinery....” 

8) What is Partly Completed Machinery?

A partly completed assembly “... means an assembly which is almost machinery but which cannot in itself perform a specific application. Partly completed machinery is only intended to be incorporated into or assembled with other machinery ... thereby forming machinery to which this Directive applies”. A robot without jigs and fixture and a welding head may be considered "partly completed machinery". When assembled together as in a robotic welding cell the assembly becomes a machine.

Manufacturers of "partly completed machinery” are required to follow specific CE marking procedures related to the nature of their machinery as opposed to a completed machine. Placing a CE marking on a "partly completed" machine is not allowed.

9) Why are Partly Completed Machines treated differently?

Partly completed machines are the only category of machine to which all the obligations under the Directive do not apply. That is because it may not be possible for a "partly completed machine" to fully comply until it is incorporated into the end machine. Consequently there is a newly defined specific procedure for "partly completed machines requiring that the assembly instructions for partly completed machinery must contain a description of the conditions which must be met with a view to correct incorporation in the final machinery, so as not to compromise safety and health.
The declaration of incorporation must include a sentence declaring which essential requirements of this Directive are applied and fulfilled…and, where appropriate, a sentence declaring the conformity of the partly completed machinery with other relevant Directives. A statement that the partly completed machinery must not be put into service until the final machinery into which it is to be incorporated has been declared in conformity with the provisions of this Directive, where appropriate. Manufacturers of partly completed machines will need to implement the prescribed procedures. The objective is to provide security to machinery builders and users in relation to the obligations on manufacturers of partly built machines, while providing clarity on the safe integration of such products in machines or assemblies of machines.

10) What about machines like printers and other office equipment?

The existing Machinery Directive excluded machines where the hazard sources were primarily electrical, as these could be CE marked under the Low Voltage Directive. The interpretation of the "Low Voltage Directive" ("LVD") and the existing "Machinery Directive" resulted in the unintentional exclusion from the Machinery Directive of machines on which it could be claimed that the hazards were primarily electrical. In certain cases such an interpretation resulted in only the LVD being applied. This "loophole" is now closed by specifically listing in the new MD the electrical and electronic products which are covered by the LVD as opposed to the new Machinery Directive as follows: household appliances intended for domestic use, audio and video equipment, information technology equipment, ordinary office machinery, low-voltage switchgear and control gear, electric motors, switch gear, control-gear and transformers. Machinery builders making products not covered by the above exclusions and who previously elected to apply the LVD will now have to apply the new Machinery Directive as well as the LVD.

11) Are there changes to the procedures for establishing conformance?

Both the existing and new directives provide for stricter conformance assessment procedures for specific categories of highly hazardous machines listed in Annex IV of the directive. For such machines, self-certification is now possible when harmonized standards are fully applied. It will no longer be possible for manufacturers of machines to provide a Technical Construction File to a Notified Body for review and retention. An additional assessment process assuring conformance through inspection and quality assurance is provided for.

 12) Our company currently uses the procedure of sending a technical file for review and retention by a notified body. What options do we have?
This specific procedure will no longer exist under the new Directive. From 29th December 2009, manufacturers of products placed on the market on the basis of these procedures will therefore have to apply one of the procedures set out in the new Directive 2006/42/EC. For machines manufactured in accordance with harmonized standards that cover all the relevant health and safety requirements and are competently assessed, the manufacturer will be able to certify the conformity of the product him/herself.

 13) Must Machine Builders set up operations in Europe to comply with the new requirements?

The single market is a free market and provides no barriers to suppliers from outside the EU placing their products on the market. However there is an important change in the procedures for machine manufacturers exporting into Europe. Such machine builders must identify the person authorized to compile the technical file for the machine who must be established in the community.

14) What does “established in the community” mean?

To be established in the community, the person or company must be carrying out a lawful economic activity on a stable and continuous basis in a Member State of the EEA.

 15) If my company is located outside the EU how will they meet this requirement?

For machine builders without an operation in the EU, the most effective means of meeting this requirement is to appoint an "authorized representative". 

16) What is an “authorized representative?”
The Machinery Directive anticipates that machine builders may require appointing competent persons to carry out some or all of the administrative and assessment procedures required to CE mark a machine. The new MD defines an authorized representative as "…any natural or legal person established in the community who has received a written mandate from the manufacturer to perform on his behalf all or part of the obligations and formalities connected with this directive…" 

Pilz acts an “authorized representative” for machine builders based in the EU and outside the EU.

17) My company receives machinery from our parent company in the USA. What are the implications of the new Machinery Directive?

You need to ensure that the machine conforms to all applicable directives including the new Machinery Directive. Additionally, you need to designate a person established in the community to be responsible for the compilation of the technical construction tile. This could be a competent person in your own organization or a third party you appoint as an authorized representative.
18) How will the new Machinery Directive be enforced?
Freedom of movement of machinery is guaranteed with the "passport of the CE mark". As most machines are placed on the market without independent certification by notified bodies, surveillance is essential to the fair and effective operation of the single market for the supply of machinery. Directive 98/37 does not use the term "market surveillance". However in the new MD the framework for market surveillance is now clearly stated in a new Article 4 specifically dealing with this aspect: member states must take measures against non-complying products, there must be a known national competent authority, tasks and powers of such authority must be clearly defined and transparent.

Properly applied, this strengthening of the "policing" aspects will ensure a fair market place with a high standard of safety. In addition, such authorities in each member state are obliged to consider machines that may be unsafe when used for their intended purpose, but also machines that could be unsafe "under conditions which can reasonably be foreseen".

19) Is there a transition period for application of Directive 2006/42/EC?

There is no transition period. The provisions of the Directive 2006/42/EC become applicable on 29th December 2009.

 20) Can manufacturers CE mark machinery under the new Machinery Directive in advance of this date?

From the legal point of view, machinery can only be placed on the market with reference to Directive 2006/42/EC as from 29th December 2009. However, in general the essential requirements are at least as stringent, therefore machine builders should review their products without delay and prepare to adapt them as necessary to take into account the requirements of the new Directive. Pilz provides a conformance assessment service to determine the gaps a machine manufacturer may face in bringing existing designs into compliance.
