ExMC(Budapest/Secretariat)08

IECExScheme – ExMC – WG 8 ‘Regulatory Recognition’

Report of the meeting 8th of October, 2003, to be tabled on the ExMC meeting

It has happened a discussion about activities, in a first approach in the most important economic areas:

1. USA – John Rennie

The U.S. is pleased to report that the U.S. Department of Labor, through the Occupational Safety and Health Administration, OSHA, will shortly propse changes in the Code for Regulations (CFR) recognizing the zone system for area classification as detailed in the U.S. National Electrical Code. This is significant in that it will provide jurisdictional acceptance in the workplace of the IEC area classification scheme.

The U.S. is also pleased to report the invitation and acceptance by the U.S. Mine Safety and Health Administration, MSHA, to attend the 2003 IECEx meeting in Budapest. The attendance by MSHA is indicative of a growing awareness by jurisdictions in the U.S. of IEC standards and the IECEx Scheme. MSHA representatives along with OSHA now regularly attend U.S. IECEx meetings.

MSHA also recently issued a new regulation titled Testing and Evaluation by Independent Laboratories and Non MSHA Product Safety Standards. This new regulation permits MSHA to accept testing by independent laboratories in lieu of MSHA’s own testing. The new rule also permits MSHA to approve products designed to non-MSHA product safety standards once MSHA determines such standards to be equivalent in their existing form or that they can be modified to provide at least the same degree of protection (level of safety) as current MSHA requirements.

MSHA will soon be publishing in the Federal Register the intent to review for equivalency the IEC standards for ‘Flameproof enclosures’ (IEC 60079-1), and ‘Intrinsic safety’ (IEC 60079-11). The purpose of the Federal Register notice is get public input.
2. European Union – Uwe Klausmeyer

The CENELEC Conformity Assessment Forum (CCAF) wrote a letter to the European Commission, DG 3 responsible for ‘Internal Trade’ (see ExMC draft agenda, item 5.2.5, paper 413e-CCAF-rpt, also submitted to the CAB meeting in Montreal October 2003). The Commissioner, Mr Vardakas, has sent an answer which is attached to this report (attachment 3). Further action between the ExNB group and IECEx is suggested “... to take IECEx as a stepping stone towards increased (global) regulatory dialogue.” In the meantime the ExMC secretary has been asked by the EU Commission to prepare a MRA. MRAs are unfortunately not the first priority, but it seems to be an excellent opportunity to step in a discussion.

3. China – prepared by Mr Xu Shiyu, delegate of CNCA (Certification and Accreditation Administration of the people’s Republic of China)

As required by the establishing of a marketing economy system and  becoming as  a member of WTO,  the Chinese government has carried out significant reforms in current certification and accreditation system. A new ordinance of Certification and Accreditation of the PR. China has been approved by the State Council and will be implemented on 1 November 2003. Following this new ordinance, a series of former regulations on certification and accreditation will be revised and updated.  About Ex products, CNCA will gradually make up Ex products certification  system based on the new ordinance, IECEx scheme and ISO/IEC guides. CNCA as China’s representative Member Body of IECEx, with its efforts, will contribute more to the development of IECEx as well as the whole international trade.

4. Russia - prepared by Russian Delegation 2003

In accordance with the Federal Law «On industrial safety» which is currently in force, the document which allow distribution of the Ex-equipment in the Russian market is ‘Permission for Use’ issued by Gosgortekhnadzor of Russia (federal supervisory body) on the basis of the Certificate of conformity. The order of carrying out of certification is determined by the «Rules of certification of the electric equipment for explosive atmospheres» approved by the Ministry of Justice of Russian Federation. There is a law “On Technical Regulation” currently in force in Russian Federation since 01.06.2003. According to this Law, results of works on certification and the tests, carried out in foreign countries, can be accepted only in case of presence of corresponding agreements between Russian Federation and these countries. We could suppose that a future agreement could cover certificates and test reports given in the framework of the IECEx Scheme. In the nearest future consultations with the Ministry of Justice of Russian Federation concerning the status of the Ex-equipment certificates, issued within the frame of IECEx Scheme, the position of the Russian side with respect to the section 10 of IECEx 01 will be determined.
Mr Shumilihin due to the change of place of work can’t continue his activity in WG further. In the nearest future the position with respect to that situation will be presented.

5. Australia – Ralph Wigg

As the IEC standards are adopted without deviation the IEC Ex CoC is accepted in Australia and New Zealand through the standard AS/NZS 2381.1 with the exception of the current mining regulator.

Both the Australian and IEC Certification schemes are covered by management committees which includes representation from the regulators.   This enables the reguators to monitor the activities and ensure they provide the integrity needed. Industry is extremely concerned that the IEC CoC should be accepted in other countries and has approached the Australian government to include Hazardous Area requirements within the MRA being negotiated with the EU.

Conclusion, further action

Principles were discussed how to proceed with agreements with regulators. There are 3 options:

· Direct acceptance of IECEx Certificate of Conformity (IECExCoC)

· Mututal Recognition Agreements (MRA)

· Multilateral Agreement between regulators.

Most is appreciated to get a direct acceptance of IECEx CoCs. The WG members are aware that this solution could happen, but that we need further options of agreements. Due to extensive administrative load caused by many Mutual Recognition Agreements (MRAs) the WG recommends to try to achieve a Multilateral Agreement (MLA, see attachment 1). Details of such an agreement have to be developed with representatives of one or more regulators. As soon as a draft is available it is recommended to send it out to the IECEx-NCs in order to start a correspondence with local regulators and to collect the feed back. Step by step a qualified draft will be available which has to be considered by ExMC.

In the meantime each IECEx-NC is free to start a correspondence. Giving an idea how this can happen the letter of the CENELEC Conformity Assessment Forum (CCAF) addressed to the EU Commission is attached (attachment 2 as Word file for further use). This letter text can be adjusted to local specifics, a copy is to send to the IECEx secretary together (as soon as available) with the answer.

Unfortunately it is not possible to establish a timeframe for these activities because the reaction of the regulators are not under our control. Nevertheless the WG members recommend to the ExMC to spend significant resources for this issue in order to achieve progress as soon as possible. The success of the IECEx scheme depends essentially on the recognition of regulators in the field of explosion protection.

The approach to motivate regulators to attend the IECEx annual meetings should be followed in a first priority. Nevertheless we have to expect that representatives will be welcomed only in a small number. For all the others we need an additional strategy which is preferably the local approach. To step in a discussion the attached letter from CCAF could be a template to be addressed to the local regulator. The members of the ExMC-WG8 suggest to make such letters (like the CCAF letter) available for the whole community. Local meetings or (best) local industry seminars can be organized for further communication. IECEx officers are optionally available for attending those meetings e.g. by holding presentations.

Next meeting: October 2004 during the next ExMC meeting.

ATTACHMENT 1, ExMC WG 8 report 2003
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ATTACHMENT 2, ExMC WG 8 report 2003
Memo addressed to the European Commission - DG Enterprise

To the attention of Mr. E. Vardakas, Director
Certification of electrical equipment for use in potentially explosive atmospheres – Proposal to make use of the IECEx Scheme in the context of Directive 94/9/EC.

Introduction
The certification of products which are specially designed and manufactured to avoid ignition hazards in chemical and petroleum industry is required in many countries. National laws and regulations emphasize the need of national recognized notified bodies. This situation makes it very difficult to open world –wide markets for free trade of explosion protected electrical equipment which is, considering recent development, against the interest of industry.

Users in the chemical and petroleum industry act more and more globally with a uniformed engineering of their plants

· to earn savings of engineering, installation and maintenance costs

· to buy the equipment in a larger number and to get a better price per piece

· to have benefit from the competition under manufacturers.

Barriers against this tendency are domestic rules and regulations which require special engineering from country to country.

Manufacturers want to sell and manufacture their products without additional national certification if the prototype is tested once. In other fields of electrical products, mutual recognition agreements (MRAs) help to abolish such trade barriers through the mutual recognition of the national certificate to allow the market access for this kind of the products across the borders without retesting or additional certification. For explosion protected electrical equipment, this "one-stop-certification" principle seems to run into many conflicts and needs tremendous long time without guarantee of success. Numerous mutual recognitions on a bilateral basis are necessary to cover the interesting markets in order to satisfy the specific interests of the manufacturers, which requires many resources to manage such a global system.
Aspects to modify the existing situation

The users and manufacturers complain about the present situation and require to harmonize national regulations. Supposing

· The use of the relevant IEC standards (written down by best recognized experts of the world) and assessed resp. recommended by the ATEX-consultant for publication in the Official Journal of the European Commission((supported?, can  the ATEX-consultant approve a standard as harmonized standard) as harmonized European EN standard -detailing the essential requirements of the ATEX directive;
and supposing

· the influence of the national authorities on the rules of a global certification scheme

it could be considered by the European Commission to step in a global approach without running in the risk to loose control on the safety level in the European Union. This makes sense especially for the explosion protected electrical equipment because of the parallel voting and zero difference between IEC- and CENELEC-standards, thus satisfying the WTO/TBT-Agreement. 

The existing European scheme

The European scheme started in 1976 as the group of ‘Heads of Test Laboratories (HOTL)’ and is established now as the Ex Notified Bodies Group (ExNBG). Reflecting the existing ATEX system the following three key elements are needed as a guideline for the ‘Global-ATEX-system’:

· a procedure to recognize a standard as applicable because it covers the ESRs of the Diective 94/9/EC

· a procedure for a product oriented production audit in the factory, conducted by an expert for quality management systems and a technical expert who is familiar with the product

· a notification procedure to recognize certification bodies and test laboratories.

Conditions for a global scheme – reflecting IECExScheme 

Recognizing certificates from a global scheme by the EU or a comparable governmental authority, benefits for the safety level should be felt. The genesis of the first global certification scheme (IECEx Scheme) happened under the strong influence of European experts. Therefore the above mentioned key elements are to find in the rules, enriched by the experience from the ExNB group. So it is required

· to implement the relevant IEC standards with zero difference as  national standards
· to run the scheme with detailed rules (documents IECEx 01, 02) governed by the national committees

· to run an accreditation procedure with notified technical experts for certification bodies and laboratories under the rules of ILAC (ISO/IEC 17025:1999, ISO Guide 65) and with a final vote by the national committees about the acceptance of the audit results

· to endorse an IECEx certificate of conformity only if a detailed evaluation record is compiled in a clause by clause basis along the standard and only if a production audit on site focussed on the product (in analogy to the ATEX production audit guidelines) is conducted by a technical expert

· to form a board of appeal for managing and solving appeal cases in an acceptable time, together with a safety alert provision in case of strong concern about a certain product
Conclusion

There is a need for making a step ahead in the field of explosion protected electrical equipment to a multilateral scheme according to the idea of the WTO/TBT-Agreement. An important condition is that there is no critical impact on the existing ExNB group. EU needs the group because they are exclusively permitted to perform product evaluations in accordance to the ESRs of the Directive 94/9/EC without addressing a standard. The non-electrical equipment category 1 is to be certified by this group as well, based on CEN standards.

So it could be a good idea

· to see the relevant IEC/EN standards for electrical equipment as a hundred percent match for detailing the ESR of the Directive 94/9/EC

· to see the IECEx Scheme as a hundred percent match of the requirements for the notification procedure of Notified Bodies in accordance to the Directive 94/9/EC, considering the strong rules.

To become involved in the evolution of the IECEx Scheme the rules could foresee an official status (e.g. an advisory committee) of the representatives of the National Authorities. This has to be discussed with the IEC CAB which is very open for such an approach. Until this is implemented, the European Commission, OSHA and similar authorities can send observers  to the annual meetings with the target to develop a Multilateral Agreement for the recognition of the IECExScheme in national regulations (MLA-IECEx).

In this context it is to remember the situation around 1975 in Europe when the first ‘Old Approach Directive 76/117/EEC’ made it possible that BASEEFA certificates got the same status in Germany like BVS or PTB certificates. This was a big step for Europe at that time. To get control on global acting schemes seems to be a good reason to join in an early stage: to have opportunity to design the scheme and to set the basic conditions before others do it.

Proposal
During its 6th meeting in October 2002, the CENELEC Conformity Assessment Forum decided to address the abovementioned proposal to the European Commission – DG Enterprises. CENELEC would highly appreciate it if its considerations could be discussed with the European Commission and is ready for an exchange of view on this subject.
Brussels, 6 May 2003
CENELEC Conformity Assessment Forum

CENELEC Central Secretariat

Rue de Stassart, 35

B-1050 Brussels

Tel: + 32 2 519 68 80

Fax: + 32 2 519 69 19

Email: confass@cenelec.org
Attachment 3

Answer of the European Commission (please click left mouse key twice, then again twice, to see the embedded document; if this does not work contact the convenor of the WG 8 to get the document by email)
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