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POSITION of the UEAPME HEALTHCARE FORUM

regarding the revision of the

MEDICAL DEVICES DIRECTIVE

(93/42/EC of 14 June 1993)

The UEAPME Healthcare Forum brings together European representatives from almost 100,000 manufacturers of custom-made medical devices (CMMD) from all EU Member States and beyond. The overwhelming majority of these manufacturers are small enterprises.

General comments:

The UEAPME Healthcare Forum took note of the "Report on the functioning of the Medical Devices Directive" presented by the European Commission earlier this year. The Forum agrees to the report's overall positive evaluation of the Medical Devices Directive. On the other hand, several provisions regarding custom made medical devices (CMMD) should be improved in the revised directive to safeguard quality and transparency.

Specific comments:

Point 5 - Impact at an international level

The UEAPME Healthcare Forum welcomes the extension of the Medical Devices Directive to third countries. In the long term, this should increase the quality of medical devices world-wide and contribute to fair competition. However, it seems that CMMD will not be covered by this extension. 

This Forum urges the European Commission to include CMMD in any extension. 

Otherwise, the Commission would cause a very confusing situation, which would certainly affect the competitive situation of EU-based manufacturers.

Point 7.2. Conformity assessment 

Conformity assessment of CMMD is certainly one area in which the Directive failed to produce the envisaged results. CMMD are class I and class II products but are only subject to a declaration of conformity from the manufacturer. Competent authorities (and not notified bodies) should verify the compliance of manufacturers with the Directive. 

However, statistically, a German dental laboratory is only checked by his Competent Authority once every 125 years. Although the figures are somewhat less dramatic for the UK with one check every 25 years, the situation clearly demonstrates the failure of the conformity assessment scheme for CMMD. The rigour of the compliance check differs considerably throughout the EU and is non-existent for laboratories outside the EU. This lack of regular consistent checks jeopardises product quality and allows an uncontrolled influx of low-quality imports.

The UEAPME Healthcare Forum therefore proposes the following measures:

· The revised directive should either oblige Member States to guarantee regular controls of CMMD manufacturers by competent authorities (once every year), or move towards a system of conformity assessment by notified bodies.

· The revised directive should stimulate the introduction of production quality assurance systems in enterprises making CMMD.

Any revision of the Directive would be incomplete without solving this problem. 

Point 7.7. Standards

The UEAPME Healthcare Forum agrees to the Commission statement that standards play an important role under the Medical Device Directive as a new approach directive. 

Given the fact that conformity is presumed if a manufacturer complies with the relevant standards linked to this directive, the Commission must make sure that all stakeholders - large and small - had a fair chance to contribute to the standardisation process. At present, this is not always the case. Each mandate should therefore contain such a requirement. 

The manufacturers of CMMD are committed to contribute to this process. In spite of their small size, members of the UEAPME Healthcare Forum spend considerable amounts of time and money to strengthen their involvement in the European standardisation process - partially with the support of NORMAPME (European association supporting the participation of SME representatives in standardisation).

Point 7.14. European Database on Medical Devices. EUDAMED

The UEAPME Healthcare Forum strongly supports the development of EUDAMED as an efficient tool to increase transparency, comparability and, thus, the quality of products. CMMD increasingly become globally traded goods and must therefore be treated in the same way as other medical devices. 

Hence, the Forum urges the Commission to include CMMD in the database from the beginning and to eliminate "Action 32".

Instead of excluding CMMD, the Commission should stimulate manufacturers to present internationally recognised nomenclatures. 

This could happen in the form of mandates to CEN. On the other hand, much work has already been done or is under way. INTERBOR - the International Association of Orthotists and Prosthetists - has developed a complete nomenclature on the basis of all relevant ISO and CEN standards and WHO guidelines. CEN/TC 55 is currently developing a nomenclature, with the support of FEPPD - the Federation of European Dental Laboratory Owners - for dental devices.

EUDAMED should be a publicly accessible database allowing consumers to verify whether the supplier and his medical device are properly registered. 
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