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A proposal for a Directive updating the Pharmaceuticals Directive (Directive 2001/83/EC) (“PD”) Directive 2001/83/EC on the Community code relating to medicinal products for human use. will receive its Second Reading on 17 December 2003.  The Alliance for Natural Health (“ANH”) broadly welcomes the vast majority of the proposed provisions, which are required as a result of advances in science and generally to overhaul the PD, some of whose provisions have become outdated.


The Problem

However, ANH is very concerned that the Compromise Package fails to resolve the very serious problem that, unless amended, the PD will make many products covered by other sectoral legislation (such as food, food supplements, cosmetics and medical devices) subject to the PD, which will take precedence over them. 

At the root of the problem lie two key factors:
	the very wide definition of the term “medicinal product” in Article 1(2), which overlaps with the definition of other products in different sectors
	the proposed primacy of the PD over all other legislation so that where a product fits the definition of a “medicinal product” it is the PD which is applicable to the exclusion of any other regulatory regime which otherwise would also apply (i.e. the ‘trump card’ provision).


The idea behind the trump card provision is in principle a sound one, shared by ANH, of ensuring that there are no loopholes and that no unregulated medicinal products are placed on the market.  

However unless modified, these two factors will create tremendous borderline problems.

Food supplements provide a good illustration.  In June 2002, a Directive to regulate the formulation and marketing of food supplements (the Food Supplements Directive or “FSD”) was adopted. Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States relating to food supplements.  It had the aim “to ensure a high level of protection for consumers and facilitate their choice” and made provision so that “the products that will be put on to the market must be safe and bear adequate and appropriate labelling.” FSD (Directive 2002/46/EC) Recital 5.

But unless modified the PD will subsume into its ambit the vast majority of food supplements as defined by the FSD.  The functional limb of the PD’s proposed medicinal product definition will cover:

“[a]ny substance … which may be used … with a view to … restoring, correcting or modifying physiological functions” Common Position Article 1(1)(b) amending Article 1(2)(b) of the PD.



Food supplements however are according to the FSD defined as:

“…substances with a nutritional or physiological effect.” FSD (Directive 2002/46/EC) Article 2(a).

Moreover, as any substance with a “nutritional” effect as a matter of science, also has a “physiological” effect; all food supplements are automatically caught by the current proposed definition of “medicinal product”.

The consequence of this would be to emasculate the FSD regime in its entirety.  First, because the FSD expressly states (emphasis added):

“This Directive shall not apply to medicinal products as defined by Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use.” FSD (Directive 2002/46/EC) Article 1(2).

Thus a substance which, even though it comes within the definition of a food supplement under the FSD, is at the same time caught by the definition of “medicinal product” in the PD is automatically excluded under Article 2(a) of the FSD.

Secondly, even if there were no such automatic exclusion in the FSD, the trump card provision of the PD would override the applicability of the FSD in any event.


The Existing Compromise Package Solution

ANH does not believe that the Community legislator could have intended this result.  Whilst there are good reasons for giving the PD a wide ambit so as to ensure that there are no unregulated medicinal products, it cannot be the objective of the PD to regulate a broad range of products which are already subject to other specialist Community law regimes, particularly tailored to their specific characteristics.  Both the Commission’s Amended Proposal Amended Proposal (COM(2003) 163 final) Amendment 18, page 11. and the Council’s Common Position Common Position VI.4. in fact acknowledge this and their solution is the proposed change to Recital 7 which contains the following sentence:

“Where a product comes clearly under the definition of other product categories, in particular food, food supplements, medical devices, biocides or cosmetics, this Directive should not apply.” Common Position Recital 7.

This solution has been taken up by The Rapporteur as part of the Compromise Package with the Council. 

However, as a matter of Community law, a mere declaration of intent in a recital cannot on its own have the desired effect if it is not reflected in the operative part of the Directive.  

ANH has obtained a legal opinion from specialist European Law counsel A copy of this opinion is available upon request. which demonstrates that this is the case because:

	A recital cannot be relied upon to circumvent the effect of substantive legislative provisions, such as the definition of “medicinal product” in combination with Article 1(2) of the FSD and the proposed Article 2(2) with which it is in conflict.

A recital will only be used to interpret a substantive provision where this is reasonably capable of more than one meaning. However the interpretation of “medicinal product” and Article 2(2) is unambiguous.
The proposed Recital 7, being merely a recital in the proposed amending directive, rather than one of the amendments listed in Article 1 of the proposal, will not actually become part of the text of the amended PD.
	A recital in a Directive (the PD) could not normally affect the interpretation of a provision contained in a different Directive (Article 1 of the FSD).

Thus the Recital 7 solution proposed does not solve the problem.


Proposed New Compromise Solution

In order to avoid emasculation of the FSD and other specialist regulatory regimes, it is necessary to include wording along the lines of the currently proposed Recital 7 in the substantive provisions of the proposed Directive.  

ANH therefore urges support for:

	an amendment (draft annexed on p. 4) which places the agreed Compromise wording  of Recital 7 within the definition of “medicinal product”, and,


	the other amendments of the agreed Compromise Package.


ANH believes that this amendment wording is wholly consistent with the Common Position and thus supported in principle by both the Commission and the Council.  It is a wording which ensures that food supplements are regulated as such under the FSD rather than as medicinal products, which they are not.  The same applies to the other product categories, which are more adequately regulated under their own specialist legislative regimes.
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Draft for Discussion 
Substitute Compromise Amendment
</Amend>
<Amend>
<Date>{11/12/2003}15 December 2003</Date>	<ANo>{0446}A5-0446</ANo>/<NumAm>63</NumAm>
AMENDMENT <NumAm>63</NumAm>
[by <Members>Françoise Grossetête, on behalf of the PPE-DE Group, Dagmar Roth-Behrendt, on behalf of the PSE Group, Frédérique Ries, on behalf of the ELDR Group, Alexander de Roo and Didier Rod, on behalf of the Verts/ALE Group, and Nicole Thomas-Mauro, Antonio Mussa and Jim Fitzsimons, on behalf of the UEN Group</Members><AuNomDe></AuNomDe>]
<TitreType>Recommendation for second reading</TitreType>	{0446}A5-0446/{0446}2003
<Rapporteur>{0446}Françoise Grossetête</Rapporteur>
<Titre>{0446}Community code relating to medicinal products for human use</Titre>
<TitreRecueil>Council common position ({0446}10950/3/2003 – C5-0464/2003 – 2001/0253(COD) – amending act)</TitreRecueil>
Council common position

Amendment by Parliament
Amendment <NumAm>63</NumAm>
<Article>ARTICLE 1, POINT 1, POINT (b)
Article 1, point 2, point (b) (Directive 2001/83/EC)</Article>
(b) Any substance or combination of substances which may be used in or administered to human beings with a view to making a medical diagnosis or to restoring, correcting or modifying physiological functions.
(b) Any substance or combination of substances which may be used in or administered to human beings either with a view to restoring, correcting or modifying physiological functions by exerting a pharmacological, immunological or metabolic action, or to making a medical diagnosis save that where a product comes clearly under the definition of other product categories, in particular food, food supplements, medical devices, biocides or cosmetics, it shall not be considered a medicinal product.
Or. <Original>{EN}en</Original>
Justification
Part of compromise package with the Council. Replace amendment 7 adopted in committee.

