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VDMA comments on sector annex Engineering Industry of Transatlantic 
Trade and Investment Partnership (TTIP) 

Mechanical engineering industry generates a solid share of the economic output in both 
regions. In 2013, turnover generated by mechanical engineering totaled EUR 326 billion in 
the U.S. and EUR 618 billion in the EU. 
 
About 3 million people currently work in mechanical engineering industry in the EU, while the 
mechanical engineering sector in the U.S. employs approx. 1 million people. In the EU, 
mechanical engineering is characterized by a high export ratio, whereas mechanical 
engineering in the U.S. primarily serves the domestic market. However, the current U.S. 
industrial policy aims at expanding U.S. exports and stresses the central importance that 
exports have for developments on the U.S. labor market. 
 
In 2013, machinery deliveries made up almost 10% of all EU imports from the U.S. (EUR 
15.8 billion) and about 13% of the total EU exports to the U.S. (EUR 35.2 billion). 
 
The importance of the transatlantic trade in machinery is also reflected in the investments. 
Current figures show that investments in U.S. mechanical engineering equal over 20% of all 
foreign direct investments by the German mechanical engineering industry, thereby making 
the U.S. the most important investment location outside of Germany. In total, the EU 
mechanical engineering industry is the leading investor in the U.S., far ahead of the EU 
automotive industry. 
 
As an important industry, the mechanical engineering industry is interested in to be 
considered in the framework of a sector annex to TTIP. The aim of this sector annex should 
be to focus on decontrol of tolls as well as decontrol of technical  trade barriers. From 
VDMAs point of view the below listed key aspects should be considered: 
 

• Elements of regulatory cooperation  

• Transparency and access to regulatory information 

• Specific action in certain areas 
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Elements of regulatory cooperation 
Despite existing regulatory differences, the engineering industry can benefit of a regulatory 
cooperation. To improve the situation cooperation between the EU and the U.S. can be 
carried out on three levels: 
 

• Cooperation of Regulators 
TTIP could develop a base of cooperation of the different regulators; OSHA, EPA, 
NHTSA, USCG & FCC on the U.S.-side and the Directorate-General (amongst others DG 
Enterprise, DG Environment, DG Energy) on the EU-side. A possible early and continuous 
exchange of information concerning new regulatory settlements, the joint development of 
international regulations and the exchange of evaluation of conformity assessment 
procedures are very important mechanism. 
VDMA supports the cooperation between the regulators on international leveland 
recommends the involvement of all relevant Directorates-General on EU-side. 

TTIP should develop processes and mechanisms to achieve regulatory coherence on a 
global level. It is difficult to revise the regulatory acquis of placing products on the market 
in the framework of a trade agreement However, negotiators and authorities should face 
this situation as an opportunity in which industry could adopt procedures that would 
ensure coherence and streamlining of requirements in the future legislation. This could 
include: early consultations between the trade partners whenever legislation is to be 
adopted or reviewed, including an estimation of the impact on trade before proposing any 
regulatory change. 

This can be strengthened by an institutional process and procedural requirements for a 
“regulator to regulator” cooperation after negotiations have been concluded, in order to 
establish a so called “living agreement”. 

• Cooperation of Standard Developers 
TTIP could promote the cooperation of SDOs to harmonize, as far as possible, future 
technical standards, respectively to adapt and harmonize already existing different 
standards. This work should be carried out by the international SDOs. 

The VDMA supports the cooperation of standard developers on international level. 

In the context of the TTIP negotiations, one should strive to achieve a corresponding 
agreement on the basis of the existing ISO and IEC standards. Unfortunately, until now 
the U.S. attempt to align international and U.S. standards – are still at the very beginning. 
As an example, we witness that only 134 IEC standards have been implemented in the 
U.S. At the same time, in Europe, more than 4000 standards from IEC have been 
implemented. 

TTIP negotiations should aim at overcoming this discrepancy. To date, we see it as 
achievable via regional agreements with ISO and IEC. Both already constitute an 
international platform open to European and American stakeholders in an transparent and 
democratic manner. 

The ideal ultimate situation would mean having fully transposed international standards 
that are applied globally, without regional or national deviations. Standards alignment 
along with cooperation on regulatory issues can achieve the overall goal of European 
business, which is global market access on the basis of ‘one standard, one test, accepted 
everywhere’. 
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That is why VDMA clearly gives priority to agreement on the basis of existing ISO and IEC 
standards in the framework of the TTIP. 

• Cooperation of market surveillance 
Such a cooperation exists already informally in the sector of the electronic industry 
between the EU (ADCO – Administrative Co-operation Working Group), U.S. (FCC) and 
Canada. In the frame work of TTIP-negotiations, this cooperation should be formalized 
and expanded to the engineering industry in general. 

Market surveillance in the EU takes places on products in the market and verifies 
compliance of product requirements regarding safety of machinery, environmental 
protection and others issues. The market surveillance identifies non-conformable products 
on the market. 

Transparency and access to regulatory information 
In comparison to the European internal market, the general framework of the U.S. presents 
itself considerably more complicated. Here are different regulations on different levels 
(national, regional and local) in force. In some of the U.S. federal states own employment 
protection systems with deviating local standards exist. Due to the local AHJ  
(Authorities Having Jurisdiction) this deployment is strengthened. 

For small and medium sized companies, this variety of technical regulations and the 
complicated acquisition of according information is a market barrier. 

TTIP could ease the access to information of regulatory requirements for the particular 
product in a special area to facilitate the handling of binding regulations. 

The VDMA supports the facilitated access to the relevant information for improvement of the 
transparency. 

Moreover, the issue of transparency (transparent, open and predictable procedural 
requirements) should be at the heart of TTIP agreement. The two partners should share data 
with each other that would enable regulatory comparisons, more solid impact assessments 
and mutual compliance.  

The solution could be to establish a transparent system detailing how legislation and 
standards interact, including notifications of planned developments. The European 
Standardization System already largely meets this need for transparency. It is our view that 
the U.S. Administration should introduce a similar level of transparency and predictability to 
the best achievable level within the existing framework, especially for standards that specify 
the applicable conformity assessment procedure. 

In the short term, we suggest that the U.S. establishes a single source of information – in 
form or a portal - which should list in a transparent way the applicable legislation, all 
accredited SDOs, their relation to applicable Federal or State legislation per industrial sector, 
where to apply for active participation in standardization work, and where to buy available 
standards. 

Specific action in certain areas 
In the context of the TTIP negotiations, we believe that such a regulatory dialogue should 
start by identifying common regulatory objectives to help approximate legal requirements in 
certain sectors of engineering industries. This step is in our view in particular necessary for 
standards to be recognized as globally relevant, as these would effectively respond to 
regulatory needs and market needs both in the U.S. and in the EU.  
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Thereby, it would increase the regulatory influence of the EU and U.S. on third markets, 
facilitating the circulation of our products in these markets. We consider that an ambitious 
agreement on regulatory conditions for placing products on the market can save costs of 
manufacturers and boost both trade and investments on both sides of the Atlantic. 
 
VDMA supports the scope of the non-paper, which covers mechanical and 
electrical/electronic topics.  
 
To get the most out of the deal for European mechanical engineering industries, VDMA 
wants to concretize the topics: 

• Mechanical safety, 
• Electrical safety. 

 
 
In addition the VDMA suggests four topics within the field of regulatory cooperation to be 
focused on, namely  

• Pressure equipment, 
• Explosion protection, 
• Food contact material in machinery, 
• Agricultural machinery. 
 

These topics primarily targeted within the trade negotiations, especially through regulatory 
cooperation. The issues are discussed below in specific chapters. In each case, the legal 
situation in the EU and the U.S. is presented and potential solutions from the viewpoint of the 
industry are put forward. 
 

1. Mechanical safety 

Introduction 
The example of the mechanical safety of machinery shows that regulations, which have 
come about mainly through consensus-based standards (ISO), offer a framework for an 
alignment of the prevailing framework conditions in the U.S. and in the EU. The aim should 
be to have a legal framework in the U.S. too for the safety of machinery, or the existing ISO 
and possibly CEN standards could be adopted. 
 

Regulatory basis in the EU  
The essential basis in Europe for the safety of machinery is the EU Machinery Directive 
(Directive 2006/42/EC). The manufacturer therefore has an obligation under public law to 
carry out a risk assessment using the conformity assessment procedure before issuing and 
documenting the EC declaration of conformity of the machine. 
 
The harmonized standard DIN EN ISO 12100 (health and safety requirements and risk 
assessment) contains technical requirements and requirements for risk assessment and risk 
reduction as part of the conformity assessment procedure of machinery. The purpose of risk 
assessment is to systematically identify risks in the design process for all stages in the life of 
the machine, and preferably minimising or eliminating those risks through design measures. 
Only when these design measures have been exhausted may the manufacturer describe any 
residual risks in the operating instructions and affix warning signs to the machine. The EC 
declaration of conformity and CE marking according to the Machinery Directive are basically 
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self-declaration (or self-certification) by the manufacturer. Only in special cases will there be 
deviation from this principle.  
In Europe, the system of self-declaration has proven its worth. In any case, the manufacturer 
retains the responsibility for compliance with requirements of public law (in this case, 
including the meticulous implementation of the conformity assessment procedure). The 
involvement of a third party does not change anything with regard to that responsibility.  
 
The Machinery Directive is a directive in accordance with the New Legislative Framework. 
The directive sets the policy objectives, while the detailed rules are drawn up in harmonized 
standards with participation by the industry. These standards entail a presumption of 
conformity, i.e. it is assumed that the manufacturer complies with the requirements of the 
directive if the harmonized standard has been applied. 
 

Regulatory basis in the U.S. 

Regulations for machine safety can be found in U.S. federal regulations and U.S. state 
regulations. In addition, the OSHA (Occupational Health and Safety Organization) sets 
standards which contain provisions on occupational safety and machine safety. Monitoring of 
compliance is usually carried out by OSHA compliance safety and health officers. The U.S. 
states have various occupational safety and health (OSH) programs. 

In the field of standardization, the American National Standards Institute (ANSI) participates 
in international standardization (ISO) and draws up consensus-based standards with experts 
from various fields. In principle, such international ISO standards can be adopted as national 
standards. 

However, in the field of cross-sector rules for the mechanical safety of machinery, ANSI is 
reluctant to use them. In sectoral fields (e.g. in robotics), ISO standards implemented by 
ANSI at national level do exist. 

Situation of European Manufacturers 

European manufacturers primarily have to research the state regulations. In discussions with 
OSHA compliance safety and health officers, it often turns out that ISO or CEN standards for 
mechanical safety of machinery do not formally apply (because they have not been adopted 
by ANSI), but the substantive content is recognized nevertheless. European manufacturers 
must provide the OSHA compliance safety and health officer with the technical documents 
for the assessment of machine safety. The officer generally points out the obligation to affix 
additional warning signs. 

VDMA calls for 

Since there are different legal systems in the U.S. and in Europe concerning the mechanical 
safety of machinery, the VDMA proposes the harmonization of technical requirements for 
machines in line with the principle of consensus-based (technical) standards. 

European harmonized standards play an important role in the application of legislative rules. 
Standards correspond to the state of the art, at least at the time of their creation. These 
standards are brought into line with the latest state of the art through periodic reviews and 
revisions. 
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In the U.S., manufacturers of machinery also apply technical standards to produce state-of-
the-art machinery, and meet the legal requirements concerning health and safety. ANSI 
standards play an important role in the safety of machines, and could also be the form of a 
national implementation of international standards of ISO. 
 

2. Electrical safety 

Introduction 

Particularly in the area of electrical equipment, fundamental and conceptual differences in 
technical requirements can be observed. Here, the North American regulations sometimes 
differ significantly from the ISO/IEC standards used in the rest of the world. Detailed 
differences between the U.S. and Canada and even varying requirements within individual 
U.S. states can complicate matters further. 

Regulatory basis in the EU 

The general requirements for electrical safety of machines are governed in the EU by the 
Machinery Directive 2006/42/EC, the Low Voltage Directive 2006/95/EC, and partly also by 
the EMC Directive 2004/108/EC. The most important standard for electrical engineering, 
which is included in both the Machinery and the Low Voltage Directives as a harmonized 
standard is EN 60204-1 "Electrical equipment of machines" (IEC 60204-1). Almost all 
product standards in the machinery field refer to this standard in relation to electrical 
engineering, or define additional or different requirements to this basic specification. 

Regulatory basis in the U.S. 

The principle of manufacturer's self-declaration of conformity with the relevant statutory 
provisions, which is familiar in Europe, does not apply in North America. To show compliance 
with the North American codes and standards, in many cases, certificates from recognized, 
independent third parties (Nationally Recognized Testing Laboratories (NRTL) such as B. 
UL, CSA, or ETL Intertek) are used. The machine for export can already be assessed by 
inspectors from an NRTL at the factory, and provided with appropriate documents and 
markings. 

The actual acceptance of the machine and therefore approval for connection of the machine 
to the electrical supply network is carried out locally in the United States by an AHJ (Authority 
Having Jurisdiction). This person does not necessarily have to be an electrical specialist. 

Objections during the checks by the AHJs can lead to a so-called "RED TAG", with the 
consequence that the machine may not be operated in this condition. 

In practice, this means that as far as possible, certified components should be used within 
the control cabinet which is often included as an important component of the equipment 
supplied by the machinery manufacturer and the control cabinet as a whole should have a 
certificate from an NRTL. 

Situation of European Manufacturers 

European manufacturers must take note of the U.S. standards that differ from European and 
international standards. However, finding the correct U.S. code and the correct standards for 
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the specific application often presents problems. This is caused by both the competing U.S. 
legislators and their standards. Moreover, regional and local variations in standards 
contribute to these problems. So, for example, various states quote different editions of the 
NEC (National Electrical Code; NFPA 70) as being the applicable version (e.g. State 1 
quotes the NEC 2005 edition, State 2 quotes the 2011 version). 

The machine is inspected at the site of an AHJ and approved for operation or rejected. If 
there is an objection, the necessary changes are often only allowed to be carried out by U.S. 
professionals. 

VDMA calls for 

In the majority of cases, in the field of electrical safety of machines, it is technical details that 
cause problems, which can often be resolved relatively easily, but due to the associated 
acceptance testing by certification bodies, they still lead to high, unnecessary and unjustified 
costs. 

The VDMA therefore suggests that the harmonization or alignment of technical standards 
required with regard to safety aspects should be the focus of discussions. 

With a view to harmonization or alignment of applicable technical standards, the priority 
candidates are NFPA 79 and the control cabinet standard UL 508A. There are IEC standards 
at international level which correspond to both the above-mentioned standards, but which 
differ from the U.S. standards in certain respects. 

The easiest and fastest way from a European perspective to achieve harmonization of 
standards is to implement the familiar IEC standards as accepted standards in bilateral U.S.-
EU trade and to ensure the appropriate application in the U.S. Finally, the U.S. is 
represented by ANSI on the relevant IEC standards bodies and American standardisation 
experts are actively working on the relevant standards. 

Another albeit time and resource-consuming possibility for harmonization or alignment is to 
firstly identify the differences between the standards concerned and to check their 
significance to safety. In the next step, harmonization of standards can then be achieved with 
regard to significant deviations identified. 

A third-party certification system, in which components, subsystems and complete systems 
(e.g. control cabinet) are certified or approved, is open to question. The technical and safety 
benefit, which is often cited as a justification, is debatable in terms of the very principle. 
 

3. Pressure equipment 

Introduction 
Boilers and pressure vessels are – due to the enormous hazard potential of high pressure 
products – subject to quite elaborate safety regulations in most countries. These safety 
regulations are normally part of a complex system of laws, mandatory technical rules and – 
more or less – voluntary standards and codes. In most cases, these regulations were 
developed over many years (often as a consequence of serious accidents), with the first laws 
and standards sometimes dating back to the early 20th century. 
The term “pressure equipment” has a rather wide scope: It comprises large industrial 
equipment like steam boilers or hot water boilers in power plants, pressure vessels (like 
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storage tanks, process vessels, distillation columns, reactors, steam crackers etc.) and 
industrial piping in the chemical industry, together with their safety accessories. Depending 
on national/regional legislations it can also encompass “smaller” types of equipment like 
pressure vessels or piping attached to machinery, pressure accessories with a special 
function (e.g. measuring devices) and even smaller appliances like steam cookers or fire 
extinguishers. 
Due to the historic development of most pressure equipment legislations, the safety 
approaches and philosophies that are applied in different regions of the world vary 
considerably: While one frequently finds regulations that focus on the product quality and 
safety, there are also systems that are aimed at the manufacturing companies themselves 
and hence grant market access only to certified pressure equipment manufacturers who 
conform to a certain quality level. But also at the “working level”, i.e. within the more detailed 
technical codes and standards, the differences are considerable (allowed materials, 
calculation approaches, tests required etc.). 
These differences – both in general philosophy and on the standard level – are the main 
reasons why until today only little progress in this field has been made in standardization 
processes for pressure equipment on the ISO-level. 

Regulatory basis in the EU 
The placing on the market of pressure equipment is harmonized across the EU (in fact even 
across the whole European Economic Area + Switzerland and Turkey), i.e. in every EU-
member state the technical and formal requirements for such equipment to be placed on the 
market are identical. Additional national requirements are not permissible. 
Products that fall under the term “pressure equipment” are subject to one of two European 
Directives under the so-called New Approach: 
o Directive 2009/105/EC on simple pressure vessels is a very old directive (first published 

in 1987 – the first of its kind), laying down technical requirements for a rather limited 
scope of serially produced pressure vessels for air or nitrogen. Products in its scope are 
mainly braking cylinders for trains and trucks and storage vessels for compressed air 
applications. 

o Directive 97/23/EC (PED = Pressure Equipment Directive) covers all other types of 
pressure equipment: boilers and pressure vessels, industrial piping, pressure 
accessories and safety accessories. It is by far the more relevant of these two directives 
and is the most important legal document for the placing on the market of boilers, piping 
and process equipment (vessels etc.) in the European Union. 

Any pressure equipment that is placed on the EU market – whether made within the EU or 
imported from outside the EU – has to comply with the technical requirements that are laid 
down in the appropriate directive. 

The aforementioned directives specify only rather general essential safety requirements 
(ESR). It is then the manufacturer’s responsibility to ensure that the pressure equipment 
complies with these ESR. 

The preferred tool to achieve conformity with the ESR is the use of “harmonized standards”. 
In this concept a manufacturer may benefit from an “automatic” presumption of conformity if 
he builds his pressure equipment according to a standard that is officially recognized by the 
European Union as being in compliance with the ESR of the directive. Manufacturers are free 
to choose any other technical solution (standard/code) as well, but in this case they may 
have to take additional measures in order to fulfil all requirements of the applicable directive. 
The American pressure vessel code ASME, for instance, does not comply in all aspects with 
the European PED. 
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In many production processes under the PED a third party organization (“notified body”) is 
involved to ensure the product safety. Depending on the type of equipment (series product or 
single order etc.), manufacturers can choose between a variety of options how the notified 
body should be involved (e.g. from unit verification up to quality assurance system etc.). 
There is, however, no mandatory certification system for manufacturing companies in this 
concept (i.e. no “manufacturer license”). 

Regulatory basis in the U.S. 
Although there is one highly dominant technical approach for manufacturing pressure 
vessels to be placed on the market in the U.S. (the ASME Code: ASME = American Society 
of Mechanical Engineers) one finds that the legal requirements vary quite sharply across the 
different U.S. states. There is not one country-wide law that would – uniformly – regulate the 
placing on the market of pressure equipment in the U.S., but every state (sometimes even 
single counties or cities) has its own regulation: 

 
o Some U.S. states have rather strict technical laws – some of them requiring that (both 

U.S.- and non-U.S.-) manufacturers of pressure vessels who want to place their 
products on the U.S. market, can do so only having an ASME stamp, a license (with an 
extensive audit procedure) that certifies their ability and skills to manufacture according 
to the ASME system. Consequently, the only technical code/standard that is allowed in 
these states is the aforementioned ASME code, a standard that describes the technical 
details of the product in similar detail as European product standards (but with 
considerable differences in the technical content). 

o In some U.S. states the ASME certificate is not required by law or only for a very limited 
number of products (e.g. boilers only). In these cases it is, however, often the customer 
who requires compliance with the ASME code (and consequently also the ASME 
certificate since this is embedded in the standard itself). These requests are often due to 
requirements from insurance companies that are in charge of the in-service inspections 
(thus strictly speaking not required by federal or state law, but rather by the agency who 
supervises the customer) 

o In contrast to vessels, piping is not required by law to conform to the ASME code – 
although like under the bullet point before it is often required by the customer due to 
“practical” requests coming from in-service life. An ASME stamp for piping is typically not 
required. 

In those cases where the ASME code is specified – be it by law or by the customer – the 
manufacturer has to strictly follow its specifications. Elements from other standards (e.g. 
European pressure equipment standards, “older” national standards) are normally not usable 
due the completely different technical approaches used in the ASME system. In practice this 
means that manufacturers of pressure equipment (U.S. or non-U.S.) – when placing their 
products on the U.S. market – are in the vast majority of cases required to have an ASME-
stamp (certificate) and to build their products according to the ASME code. 

Situation of European Manufacturers 
The highly dominant role of ASME in the U.S. means for worldwide-operating European 
manufacturers that they have to be familiar with at least two major standards: EN-standard 
for EU and ASME for North America. 

Given, however, that the ASME-code – like EN-standards – is very common also in many 
other parts of the world (e.g. Far and Middle East or petroleum industry), many European 
manufacturers know the ASME code and are ASME-stamp holders. They are used to 
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following customer specifications, and building according to the American code does not per 
se pose a major problem. 

The problems originating from the differences between ASME and the European code are 
rather in some technical details, e.g.: 
o Quite often approvals for welding procedures or welders or for non-destructive testing 

(NDT) that are permissible in one system are incompatible with the other system. 

o The European and the U.S. system have two very different material approaches 
(chemical analysis, mechanical properties). Up to now the acceptance of a material from 
one standard system in the other system is often extremely difficult or requires 
enormous efforts. 

VDMA calls for 
Keeping in mind that the inherent hazard potential of pressure equipment is rather high and 
that the existing legislations are to a large part based on experiences from the past, it 
appears to be quite unlikely that states or counties in the U.S. or vice versa the EU would 
change or modify their existing legislation(s) to a major extent “only” to facilitate trade. Such 
a step would require enormous legal efforts and changes and could possibly cause 
considerable confusion due to the mixing of different safety approaches. 

An alignment (or a "mutual" 1:1-acceptance) of the legal systems for pressure hazards in the 
EU and in the U.S. does therefore not appear to be a high priority objective. 

Nevertheless, there are issues on the working (i.e. standard) level that frequently cause 
irritations or unnecessary technical barriers and should be addressed during FTA 
negotiations. 

VDMA suggests therefore to concentrate on the following subjects: 

o Negotiations on mutual recognition of certificates in the fields of welding or non-
destructive testing (NDT). 

o It would be of considerable help for European manufacturers if the results from 
standardization activities on welding or NDT on the ISO-level would finally be 
implemented (and acknowledged) in the existing product standards in ASME. Since the 
U.S. play an active role in the ISO-TCs on NDT and welding it would be highly desirable 
that the respective ISO-standards are then also accepted within the American pressure 
equipment code. 

o Some years ago talks were initiated between EU-representatives and ASTM-experts 
(ASTM = American Society for Testing and Materials – the material system on which 
ASME is based). The goal was to find possibilities to facilitate an easier mutual 
acceptance of materials (steel grades) for pressure equipment as far as this is 
technically feasible. The talks were unfortunately stopped after very few meetings. 
Although the discussions are certainly very technical and difficult one should try to 
restart these talks. 
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4. Explosion protection 

Introduction 
The field of explosion protection can be subdivided into two different areas, namely 
mechanical explosion protection and .electrical explosion protection. While in the field of 
electrical explosion protection there is a considerable degree of similarity between the 
American and the European approach, one presently finds large differences in the 
interpretation for mechanical hazards. Whereas in the European Union there are elaborate 
mandatory requirements for mechanical equipment, there is no such counterpart in the U.S. 

The alignment of the scope for explosion protection (i.e. electrical and mechanical) in both 
economic areas is a main issue. United Nations Economic Commission for Europe (UNECE) 
is working on such a worldwide regulation within their task of limiting the "friction losses" to 
increase the economy. 

Regulatory basis in the EU 
The Directive 94/9/EC (revised by NLF as 2014/34/EU) sets the essential requirements for 
mechanical equipment used in potentially explosive atmospheres. This new aspect of 
explosion protection was a success in sense of product safety. Since the scope of the 
directive covers both – electrical and mechanical equipment - with respect to their ignition 
properties, it also covers combined machinery and forces the manufacturer to analyze and 
assess interfaces and interaction of machinery parts. The directive is supported by specific 
harmonized standards which refer to specific matters. All equipment intended to be placed 
on the EU market has to fulfil the requirements. 

Beyond the EU, Directive 94/9/EC is applied in other countries (Switzerland, Turkey or South 
Africa). A lot of customers in countries in the Near or Far East require conformity declarations 
according 94/9/EC as well. 

Regulatory basis in the U.S. 
As mentioned there are requirements for electrical equipment in the U.S. which are to be 
fulfilled by the manufacturer. Within the procedure of free trade in the U.S. the process is 
accompanied by "Third Parties" who assess the alignment of the equipment with the 
requirements of certain standards. The acceptance procedure is not uniform all over the  
U.S. – it slightly deviates from state to state. 

The applied standards are majorly issued by NEMA (The Association of Electrical Equipment 
and Medical Imaging Manufacturers), NEC (National Electric Code) or ANSI/NFPA 
(American National Standards Institute/National Fire Protection Association) – often in 
conjunction with IEC Standards but specifically interpreted by the Nationally Recognized 
Testing Laboratories (NRTL). 

Generally in the U.S., a certificate issued by a third party (UL (Underwriter's Laboratories) or 
FM (Factory Mutual)) is requested, where the individual procedures slightly deviate. For 
mechanical explosion protection there is no specific regulation in place. 
 
Situation of European Manufacturers 
European manufacturers have to go for third party approval with e.g. UL or FM. To get the 
certificate often only specific standards are accepted. This causes European manufacturers 
to fulfil different standards case by case and to design two different products – each for one 
market. 

The methodology of IEC and NEC 500 differ in the specific grouping of hazardous areas with 
the European system distinguishing three and the U.S. system 2 areas. The area with the 
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highest safety requirements in Europe (zone 0 corresponding to equipment category 1) has 
no NEC 500 equivalent. Also existing NEC 505 is pretty much in line with the IEC scheme 
but has a lower grade of application in the U.S. Hence both economic areas are not far away 
but hindered by traditional preferences. 

VDMA calls for 
VDMA suggests therefore to concentrate on the following steps: 

o Step 1: The alignment of the acceptance procedures in EU and U.S. 
In the field of electrical explosion protection an alignment of the requirements on the 
basis of IEC Standards – already elaborated by experts from both sides of the Atlantic 
Ocean - is just hindered by established different procedures; a mutual agreement seems 
to be realizable by negotiations about the technical differentials. 

o Step 1 (alternative): More than an alternative is the IECEX-scheme. Since a lot of 
manufacturer apply the IECEX scheme to serve the worldwide market. The IECEX 
scheme claims the application of certain IEC standards and a local third party certificate. 

o Step 2: A common "ATEX Directive" implementing mechanical explosion protection. 
Since the Directive 94/9/EC is the only legislation worldwide including mechanical 
explosion protection and made a great contribution to product safety, the directive can 
be taken to establish a common legal ground for such equipment. This opinion is 
supported by a lot of countries outside the European Union which use such certificates 
too. An appropriate path towards this solution may be the work of UNECE on the matter. 

o Step 2 (alternative – long term approach):  
A second approach may be to "copy" the IECEX scheme for mechanical explosion 
protection and go for mutual acceptance of third party certificates on the basis of 
ISO/IEC Standards. 

 

5. Food contact material in machinery 

Introduction 
Regulations in the field of food contact materials are highly developed in both the U.S. and 
the EU and subject to numerous specifications. The ultimate goal is always consumer 
protection. This must be guaranteed by ensuring that food is safe. "Safe food" in this context 
in the EU means that materials that are in contact with food must not adversely affect the 
food to an unacceptable extent. This includes not only the transfer of components of plastics 
into food, but also effects on organoleptic qualities, e.g. smell or taste. 

Food contact materials can be found in food processing and packaging machinery as well as 
in individual components, such as pumps, valves or sensors. 
 
Regulatory basis in the EU 
General requirements for materials and articles intended for food contact are governed in the 
EU by Regulation (EC) No. 1935/2004. Furthermore, additional measures may be adopted 
by the EU for individual groups of materials mentioned in the regulation. This is the case with 
plastics, where elastomers and silicone are not covered. In addition to stainless steel, which 
has a significant share, all three types of materials referred to are used to a large extent in 
food machinery. Ceramics, a material covered by another EU regulation, are used less 
frequently. Thus, the range of materials commonly used in the EU for plastics is tightly 
regulated by Regulation (EU) No. 10/2011, while stainless steel, elastomers and silicone are 
currently only subject to general requirements. 
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If no EU requirements are affected, regulations may be adopted at national level in individual 
EU countries, but in practice, this is usually not regarded at present as being detrimental. 

Regulatory basis in the U.S. 
Food Contact Materials for the United States are regulated by the Food and Drug 
Administration (FDA), including via individual sections of the Code of Federal Regulations 
(CFR). Materials for contact with food must comply with the relevant requirements, in other 
words be FDA compliant. As with plastics and ceramics in the EU, the conformity must be 
confirmed by the material manufacturer. Unlike the EU, the FDA also imposes specifications 
for silicone and elastomer materials. 

Situation of European Manufacturers 
If no national guidelines exist, FDA compliance is usually considered sufficient for elastomers 
and silicone, even for meeting the general requirements of the EU. 

In addition, FDA compliant materials are usually also available within the EU. For elastomers 
and silicones, this means that since no EU requirements have been stipulated (yet), de facto 
there are no restrictions. 

Manufacturers on both sides are therefore currently in the situation that FDA compliance will 
suffice in practice to operate without restriction in both markets. In the field of elastomers and 
silicones, further regulation within the EU should therefore not be pursued. 

In the field of plastics, different and very specific requirements exist for the U.S. and the EU. 
Therefore, manufacturers must operate in parallel. 
Ideally, it would be possible to use a plastic that meets both the FDA requirements and those 
prescribed in the EU migration test. Due to different test methods and criteria, in many cases 
that is not possible for technical materials, which must meet very high requirements during 
processes in terms of detergent resistance, temperatures, etc. This necessitates time-
consuming and expensive, often multiple, adaptation. This adaptation often achieves the 
intended purpose only with delay, if at all. 

If it proves impossible to find an EU-compliant plastic, market-specific differently-
manufactured designs and manufacturing processes or functional limitations are required. If 
only a plastic that complies with the U.S. requirements is available for the required or desired 
process conditions, this machine may not be marketed in the EU, or only for less favorable 
process conditions than in the U.S. 

In addition, at present there are significantly more FDA compliant plastics than those that 
comply with the EU regulation. This means that it is currently easier to find and use 
engineering plastics that meet the requirements for the U.S. and for which a declaration of 
conformity is available than for the EU. 

VDMA calls for 
Based on the above-mentioned points, significant technical and economic benefits can be 
achieved through mutual recognition of materials and articles for contact with food. The 
VDMA therefore proposes that manufacturers should also be able to use food contact 
materials for the European market that are only compliant with the U.S. requirements and 
vice versa. 

Such an arrangement would bring European manufacturers of machinery and components 
significant technical and economic benefits. At the same time, this would bring about 
important simplifications for U.S. manufacturers. Moreover, there would be significant 
facilitation of reciprocal market access for specialized providers of components for food 
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machines. For example, substantial financial savings could be made through simplified 
design, manufacture and warehousing as well as reduced capital commitment due to 
reduced material stocks. Even if only one material per machine type did not have to be 
duplicated, the cost would be reduced enormously. If materials that currently meet only the 
requirements in the U.S. were also recognized in the EU, this would greatly expand the 
scope for technological processes and innovations. 

This would be possible, for example, on the basis of mutual recognition of appropriate 
certificates of conformity, which are partly already prescribed for food contact materials and 
articles. Mutual recognition should not be restricted to materials and articles which are 
installed in imported machines and/or their spare parts, but should apply to all contact 
materials for installation in food processing and packaging machinery. 
 

6. Agricultural machinery 

Introduction 
The EU and U.S. markets for agricultural machinery are closely and increasingly 
interconnected. Several U.S. manufacturers produce in Europe and vice versa. In addition, 
many European companies export machinery produced in Europe to the U.S. The key 
barriers that hamper trade in agricultural machinery between the EU and the U.S. are mainly 
regulatory divergences and technical barriers to trade (TBT). 

Challenges, general principles & suggested approach 
The challenge of TBTs and regulatory divergence in the agricultural machinery industry is 
immense.  

In order to be successful and meaningful for the agricultural machinery industry, any future 
TTIP agreement therefore needs to include effective components: 

 
o to assess and eliminate existing regulatory divergences as far as possible 

o to effectively avoid the emergence of new Technical Barriers to Trade   

Concrete institutionalized transatlantic mechanisms for cooperation are the key tools to 
facilitate such technical cooperation in subjects and sectors where industry on both sides of 
the Atlantic is willing to engage in joint work. The process should aim for greater alignment 
on both technical issues of political nature (such as e.g. the determination of common engine 
emission limits in Directive 97/68) as well as specific technical provisions including standards 
and testing methods. 

VDMA believes that defining criteria and procedures to establish Sectoral Regulatory 
Cooperation Working Groups and set up such a Working Group on Agricultural Machinery 
would be the right approach. 

Sectoral Regulatory Cooperation Working Group on Agricultural Machinery (RCWG – AG 
Machinery) 
Such a Working Group could enable a structured, institutionalised dialogue between 
regulators on both sides of the Atlantic (regulator to regulator dialogue), industry experts and 
other key stakeholders in which key technical issues on transatlantic regulatory convergence 
can be discussed, with the aim of removing existing TBTs where possible and achieve a 
higher degree of regulatory convergence for the agricultural machinery sector.   

In so doing, the RCWG – AG Machinery would serve two key purposes: 
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1. Analyze and address the challenges and gaps of the regulatory status quo (acquis) 

2. Forward-looking element: ensure coherence and streamlining of requirements in future 
legislation on agricultural machinery. Future regulatory changes should be assessed with 
regards to their possible impact on transatlantic trade. Future legislation/revisions of 
existing legislation should be developed with the input and, ideally, the consensus, of both 
parties in mind.  

In addition to the demands already mentioned (harmonization of standards, mutual 
recognition of tests and certificates) the focus should be laid on the most important parts of 
agricultural vehicles such as braking, steering, etc. where costs of additional testing are high. 
Here, technical regulations regarding testing methods differ significantly on both sides of the 
Atlantic, albeit on rather minor technical details. This makes technical compliance 
unnecessarily costly. 
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