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ASTM International continues to learn that manufacturers who rely on ASTM standards encounter greater difficulties in placing their products on the market of the European Union (EU) than their competitors who use European standards.  These difficulties are indissociable with the way that European lawmakers approach technical legislation – in particular legislation following the New Approach to Technical Harmonization and Standardization (the “New Approach”).  Of particular concern, steel producers and manufacturers of related pressure vessel equipment have expressed concerns that materials conforming to ASTM standards and used for decades in Europe may now prove unacceptable to notified bodies and market surveillance authorities as a result of the entry into force of the Pressure Equipment Directive.  

For the last several years, an ad-hoc group of technical experts within ASTM Committee A01 on Steel, Stainless Steel and Related Alloys has worked to investigate the situation and frame the technical and related challenges presented by the Pressure Equipment Directive.  While we commend their efforts and recommend close review of the ASTM A01 Report previously provided to you by the Steel Founders’ Society of America, this memo was produced by ASTM staff with research provided by the law firm Sidley Austin LLP and is intended to provide additional background on EU legal and institutional barriers associated with the Directive.
Background: The “New Approach” and a special role for European standards

The New Approach denotes a legislative technique of “co-regulation”, which is based on a unique division of labor between the European lawmakers on the one hand, and the European standards development organizations (“SDOs”) on the other.  The New Approach consists of three elements:

First, a New Approach directive sets out certain general safety requirements (the “essential requirements”) for an entire category of products.  The EU has adopted twenty-two New Approach directives covering a wide range of products, such as pressure equipment, medical devices, lifts, machinery, construction products, and low voltage equipment, as well as several other directives that apply the same legislative technique.  All such products must comply with the general safety requirements set out in the relevant New Approach directive before they can be placed on the EU market.

Second, European harmonized standards define the detailed safety specifications for products that fall under a New Approach directive.  European harmonized standards are drawn up by three European SDOs – CEN, CENELEC or ETSI.
  The European Commission (the “Commission”), the EU’s Brussels-based executive body, may initiate standardization by issuing a formal invitation to a European SDO (generally referred to as a “standardization mandate”).  As of 2008, there were 3,049 European harmonized standards in force that are based on New Approach directives.

Conformance with European harmonized standards is not mandatory for economic operators – only the technical directives and their national implementing legislation are legally binding.  Thus, manufacturers are formally free to choose how they intend to implement the essential requirements of a directive – by using European harmonized standards or other, non-European standards, including ASTM standards.

However, and this is the third critical element of the New Approach, European harmonized standards are endowed with a special legal status.  Products that conform to these standards are presumed to be in compliance with the general safety requirements of the relevant New Approach directive.  As a precondition of such presumptive compliance, the European harmonized standards must be transposed into national standards, and their reference must be published in the Official Journal (the EU’s equivalent to the Federal Register).  The fact that a presumption of compliance is reserved to products conforming to European harmonized standards makes the use of non-European standards less attractive.

Case in Point: Pressure Equipment Directive

To illustrate this legislative technique, please consider our experience with the Pressure Equipment Directive.
  Article 3 of the Pressure Equipment Directive specifies that all products that are covered by that directive “must satisfy the essential requirements set out in Annex I”.  Annex I, in turn, outlines the general safety requirements – in terms of design, manufacturing, and materials – under which a product can be considered compliant.

More detailed safety specifications for various aspects of pressure equipment are defined in 169 CEN standards.  Article 5 of the Pressure Equipment Directive attaches a presumption of conformity to products conforming to these 169 harmonized standards:

“Pressure equipment and assemblies which conform to the national standards transposing the harmonized standards … shall be presumed to conform to the essential requirements referred to in Article 3.”

As a consequence, pressure equipment conforming to the relevant CEN standards is presumed to comply with the general safety requirements of the Pressure Equipment Directive.  On the other hand, pressure equipment conforming to non-European safety standards – even when these standards are of equal or superior quality – enjoys no similar presumption.  The absence of such a presumption of compliance makes it more difficult for steel producers and manufacturers of pressure equipment to design and market products in conformity with the Pressure Equipment Directive.

Limited Approval of Materials that Conform with ASTM Standards
The Pressure Equipment Directive provides manufacturers with three options to prove that materials fulfill the “essential requirements” of the Directive.  Materials must either
· conform with a harmonised standard; or

· be covered by a European Approval of Material (EAM); or

· be subject to particular material appraisal (PMA).

Pressure equipment that is neither in conformance with a harmonized standard nor covered by an EAM can only be placed on the EU market after the particular materials used have been appraised and found to comply with the essential requirements of the Pressure Equipment Directive.  Depending on the characteristics of the pressure vessel, the PMA must be performed either by the manufacturer itself or by a notified body.
  

The disadvantage of the PMA is that the appraisal is limited to the use of a particular material in a particular product by a particular manufacturer.  The appraisal does not extend to other manufacturers using the same material for a similar product; and, for each new product or new material, a separate appraisal must be conducted.  We understand, however, that steel producers and manufacturers of pressure vessels conforming to ASTM standards have successfully conducted PMAs in the past.

The EAM goes a step further:  Once a material is approved and the material specification is published in the Official Journal, the material may generally be used for pressure equipment by any manufacturer.  By virtue of an EAM, approved materials obtain a legal status that is comparable to materials conforming to harmonized standards:

“materials used for the manufacture of pressure equipment conforming with European approvals for materials, the references of which have been published in the Official Journal of the European Communities, shall be presumed to conform to the applicable essential requirements”.

However, EAMs are difficult to obtain.  According to Article 11(1) of the Pressure Equipment Directive, manufacturers of materials or equipment can submit an application for an EAM to a notified body.
  The manufacturer must demonstrate that the material meets the “essential requirements” of the Pressure Equipment Directive.  In contrast to PMAs, the EAM procedure is not purely technical but also political:  Article 11(2) of the Pressure Equipment Directive requires that the notified body inform the Member States and the Commission about the application.  The Member States, meeting in the Standing Committee, can submit a (non-binding) opinion to the notified body.  The decision on whether an EAM is issued, however, is solely taken by the notified body.

The practical experience with the EAM procedure has been rather discouraging to applicants.  Out of 98 applications that have been submitted through 2008, only 34 were approved.  We are not aware of any materials conforming to ASTM standards that have been approved.
  The remaining 64 applications were either rejected or contested and are still under review.
  For the following materials that conform to ASTM standards, requests for EAMs were submitted, but no approval was obtained:
	EAM
	Description
	Submission Date
	Status
	Decision Date

	0038-I
	ASTM B 247 M – 5083 “O”
	25.5.2000
	Failed
	16.01.2002

	
	ASTM B 247 M – 5083 H112
	
	
	

	
	ASTM B 547/547 M
	
	Contested / Under Review
	20.09.2001

	0038-II
	ASTM B 209-5454 “O”
	06.06.2000
	Failed
	16.01.2002

	
	ASTM B 209-3003 “O”
	
	
	

	
	ASTM B 221-3003 –H112
	
	
	

	
	ASTM B 547/547 M-5454 “O”
	06.06.2000
	Contested / Under Review
	20.09.2001

	
	ASTM B 241/241 M-5454 “O”
	06.06.2000
	Failed
	16.01.2002

	
	17 ASTM B 221 M-5454 “O” 
	
	
	

	0041-I
	ASTM A-240 Type 304 
	15.05.2000
	Failed
	11.10.2001

	
	ASTM A-240 Type 304 L
	
	
	

	
	ASTM A-240 Type 304 H
	
	
	

	
	ASTM A-240 Type 304 N
	
	
	

	
	ASTM A-240 Type 304 L
	
	
	


Summary

ASTM International has an obligation to protect the interests of our volunteer members that invest their time and resources in the development of ASTM standards.  Trade associations and companies of all sizes expect to utilize ASTM standards to accomplish their global business objectives or demonstrate regulatory compliance in markets around the world – including the European Union.  Our standards development process is designed in accordance with the World Trade Organization (WTO) principles for the development of international standards and empowers individuals and governments to participate directly as equals, in a consensus based manner.  The experience of steel producers and other members of ASTM Committee A01 captured in their report combined with our additional legal research lead us to conclude that non European standards development organizations - such as ASTM International - do not compete on an equal footing under the Directive and we therefore welcome your attention to this matter.
� CEN is the European Committee for Standardisation (Comité Européen de Normalisation); CENELEC is the European Committee for Electrotechnical Standardization (Comité Européen de Normalisation Electrotechnique); ETSI is the European Telecommunications Standards Institute.


� Directive 97/23/EC of the European Parliament and of the Council of 29 May 1997 on the approximation of the laws of the Member States concerning pressure equipment, OJ L 181, 9.7.1997, p. 1 (“Pressure Equipment Directive”).


� 	The Commission has published a model form of suitable documentation for a PMA carried out by the manufacturer at � HYPERLINK "http://ec.europa.eu/enterprise/pressure_equipment/ped/materials/PE%2003-28%20Guiding%20principles%20for%20the%20content" ��http://ec.europa.eu/enterprise/pressure_equipment/ped/materials/PE%2003-28%20Guiding%20principles%20for%20the%20content� %20of%20PMA.pdf.  A list of all notified bodies is available at http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=notifiedbody.main. 


� 	See the discussion thread on a forum for engineering professionals, in particular the contributions by “Fawkes (Mechanical)”, available at http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=notifiedbody.main.  


� 	Article 11(4) of the Pressure Equipment Directive (emphasis added).


� 	A standard form is available for download at http://ec.europa.eu/enterprise/pressure_equipment/ped/materials/standard_form%20the%20issue%20of%20EAMs.pdf.  Please note the guidance document “Guiding Principles for the contents of EAM drafts”, available at http://ec.europa.eu/enterprise/pressure_equipment/ped/materials/PE-01-01-rev6.pdf.  


�	Source:  http://ec.europa.eu/enterprise/pressure_equipment/ped/materials/published_en.html. 


�	Source:  http://ec.europa.eu/enterprise/pressure_equipment/ped/materials/submitted_en.html. 
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