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INTRODUCTION

As an illustration of some of the practical realities of judicial review of discretionary and legislative powers under EC law, Cases C-154/04 and C-155/04 R (oao ANH and others) v Secretary of State for Health [2005] ECR I-6451 was selected, not because it is a dramatic example of the ECJ striking down Community legislation but because it does show how a challenge to EC legislation can develop and how the result can be something rather different from what the litigating parties originally envisaged or hoped for.

The ANH case involved a challenge to the validity of parts of Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002.
 The challenge was therefore brought in the courts of a Member State (in casu, by way of an application for judicial review brought before the Administrative Court) with a view to there being a reference to the ECJ for a preliminary ruling under Article 234 of the EC Treaty. 

We will start with a description of the background to the case
 and follow with a brief outline of what the Directive provides, a short account of the vicissitudes of the legislative process that led to the adoption of the Directive, the objections to the Directive, the procedural steps leading up to the ECJ’s judgment and finally what happened in the ECJ. Accompanying this paper are some of the documents that tell the story.

BACKGROUND
A well-balanced diet is conducive to the development and maintenance of a healthy body because the human body requires a balanced intake of different substances in order for it to function. The main way of obtaining those substances is by ingesting food. Diet varies from country to country, region to region, as between social groups and as between individuals; and can be more or less healthy. The effectiveness of one’s diet is affected not only by individual, social or regional preferences: due to changes in agricultural practices and methods of food production and preparation, there has been a decline in the nutritional quality of food that is commonly consumed. The modern diet in most affluent countries is particularly rich in simple carbohydrates (such as sugar and starch) but tends to be poor in valuable nutrients such as vitamins and minerals. Accordingly, the modern diet does not guarantee consumption of the vitamins and minerals necessary in order to maintain a healthy life.
 

Food supplements
 have emerged as a means of making up for the decline in consumption of the vitamins and minerals that are (or should be) normally present in food and in a well-balanced diet. 

Vitamins are organic compounds that can be derived from natural sources (usually plants). They can also be synthesised by industrial process. Vitamins derived from natural sources frequently contain a variety of molecular forms which, when compared with their industrially-produced synthetic alternatives, make a greater contribution to physiological activity. For example, naturally derived vitamin E (found in, for example, wheat germ oil and other vegetable oils) is absorbed more readily by the human body than the synthetic alternatives, which take a different form.
  

Minerals can be either in organic or inorganic state and can be produced for use in food supplements, either by simple extraction from natural sources or by some form of chemical or biological alteration by means of an industrial process. In their organic state, minerals are found in combination with carbon (and, most usually, in combination with other elements such as oxygen, hydrogen and nitrogen) in a complex compound. Such organic compounds are often derived from natural sources, such as plants, animals or micro-organisms; but they can also be industrially chelated (as used in many commercial food supplement products). Inorganic sources of minerals tend to be simpler in their composition, being in ionic, elemental or simple mineral salt, form. As about 96% of the human body comprises carbon, oxygen, hydrogen and nitrogen, compounds containing organic state minerals are often more bioavailable than is the case with inorganic sources of minerals.

Whether obtained from a natural source or synthetically (through an industrial process), a vitamin or mineral will take one or more different “forms” (that is, chemical compounds or, in the case of minerals, compounds, elements or ions). As a general rule (and making due allowance for individual personal intolerance), it is preferable to take a food supplement in the most bioavailable form, that is, a form found in food or similar to one found in food.

The attitudes of the Member States to food supplements have differed considerably, possible reflecting differing perceptions of the role or purpose of food supplements, which tend to have been categorised as foods or as medicines depending upon factors such as ingredients or dosage.

The different attitudes of the Member States created obstacles to the free movement of goods and can be illustrated by Case C-24/00 Commission v France,
 which concerned specifically domestic legislation dealing with the addition of nutrients to foodstuffs. In France, the use of food supplements for that purpose was generally prohibited unless it had been declared lawful. Such an attitude may well be based upon the view that the national diet is itself sufficient to satisfy the nutritional needs of the public generally.
 However, that is not in itself sufficient justification to prohibit food supplements; and, even if such an attitude has some justification in one Member State, it does not follow that it is equally justified in any other Member State where the normal diet, and habits of consumption, are different.

AN OUTLINE OF DIRECTIVE 2002/46
Directive 2002/46 is based upon Article 95 of the EC Treaty.

 Article 3 provides: “Member States shall ensure that food supplements may be marketed within the Community only if they comply with the rules laid down in this Directive”.

Article 4(1) provides: “Only vitamins and minerals listed in Annex I, in the forms listed in Annex II, may be used for the manufacture of food supplements, subject to paragraph 6”. The “forms” listed in Annex II are substances or chemical compounds that contain one or other of the vitamins and minerals listed in Annex I. Accordingly, in order to be marketed lawfully as a food supplement (or contained within a food supplement), a particular vitamin or mineral has to be listed in Annex I and has to take a “form” listed in Annex II. 

Under Article 4(5), modifications to the lists in Annexes I and II can be made in accordance with Articles 5, 7 and 8 of Directive 1999/468/EC.
 The provisions of that Directive are generic in nature and provide no detail as to the procedures to be followed or the criteria to be employed.

Article 4(6) derogated from Article 4(1) by permitting Member States to allow “in their territory” the use of unlisted vitamins and minerals. The derogation expires on 31 December 2009 and applies subject to certain conditions. Under Article 4(7), Member States are permitted to apply existing restrictions and bans affecting unlisted vitamins and minerals notwithstanding Article 4(6). Hence, the latter provision applied only to manufacture and trade within a particular Member State.

Article 15 required Member States to implement the Directive by 31 July 2003 in such a way as to prohibit trade in products that do not comply with the Directive from 1 August 2005 at the latest.

Annex I lists 13 vitamins and 15 minerals. Annex II lists a limited number of forms taken by the vitamins and minerals listed in Annex I. Neither list purports to be comprehensive.

THE ADOPTION OF DIRECTIVE 2002/46

Before the adoption of Directive 2002/46, food supplements were regulated at EU level by Council Regulation No. 178/2002,
 which applied to “food” (a term that was defined in such a way as to cover food supplements). In the United Kingdom, manufacturers and retailers of food had to ensure that the food sold by them was safe; and food supplements, like other foods, were not required to have demonstrated their efficacy before marketing, nor were they subject to prior approval unless they had been genetically modified or were “novel”.

What was to become Directive 2002/46 was proposed by the Commission in 2000.
 In broad outline, the proposal (“the Proposal”) was for a directive based on so-called “positive” lists, that is, only items featuring in the lists annexed to the directive could lawfully be marketed. Two lists were annexed to the draft directive proposed by the Commission. The first set out particular vitamins or minerals. The second set out the “forms” – that is, the substances or chemical compounds – that a vitamin or mineral featuring in the first list could take. 

A “positive” list system was one of a range of possible approaches that could have been taken in the Commission’s proposal. Essentially, list systems can be negative, approved or positive.

A negative list system comprises a list of items that are prohibited. In other words, legislation based on such a system would comprise an express prohibition limited to the items appearing on the list.

An approved list system (also called a “white” list system) is one that comprises a list of items whose use is acknowledged to be acceptable by all Member States of the EU. Under legislation based on such a system, food supplements produced wholly from substances that were listed would be marketed freely throughout the EU and would be guaranteed free movement, without restriction. Food supplements that included other substances or compounds (while still subject to requirements as to food safety and all other requirements demanded of “foods”) could be subject to further domestic restrictions by individual Member States if one or more Member States could demonstrate a local, national or regional need for further restrictions. 

A positive list system, as proposed by the Commission and eventually adopted in Directive 2002/46, has a dual effect: it is a combination of a limited approved list with a total ban on items that do not appear on the list. Before Directive 2002/46, positive list systems had been used in the food sector only for specific categories of vulnerable persons (babies, children, pregnant women). 

In the case of a positive list system, it is extremely important how the original list or lists attached to the legislation are drawn up and by what procedures (and how easily) they may be amended.

For present purposes, the primary focus will be on what became Annexes I and II of Directive 2002/46: the list of permitted vitamins and minerals (Annex I) and the list of permitted “forms” that those vitamins and minerals could take (Annex II).

The origins of Annex I

Paragraph 5 of the Explanatory Memorandum attached to the Proposal disclosed that the list in Annex I was originally intended to set out “those nutrients which the Scientific Committee for Food (SCF) in its report on Nutrient and Energy Intakes for the European Community (31st series) considers essential” (emphasis added – hereafter “the SCF Report”). The reference to “essential” meant essential for the human organism (the SCF Report drew a distinction between vitamins and minerals that were essential in that sense and those about which there was some doubt concerning their “essential” nature).

Recital (7) of the preamble to the Proposal therefore read as follow:

“Only vitamins and minerals normally found in and consumed as part of the diet and considered essential nutrients should be allowed to be present in food supplements although this does not mean that their presence therein is necessary. Controversy as to the identity of those essential nutrients that could potentially arise should be avoided. Therefore it is appropriate to establish a positive list of those vitamins and minerals.” The italicised words were deleted from the recital as adopted in the final form of Directive 2002/46 and the final form can be discerned by reading the quotation set out above with the omission of the italicised words. 

Thus, at the stage of the original proposal, the function of the list in Annex I was to remove doubt about the “essential” nature of a nutrient. 

The European Parliament disagreed with that approach and proposed various amendments to the Proposal, including the deletion of the phrase “and considered essential nutrients” in recital (7).
 The Parliament’s justification for that change read as follows:

“The addition of the word ‘essential’ means in dietary terms substances where it is scientifically accepted that deficiency diseases occur in healthy people without an adequate intake of those nutrients. Scientific developments may show that substances which are not at present characterised as being essential are considered to be [so] in future. Certain population groups may also benefit from taking a particular nutrient although this is not the case for the whole population. The main reason for including a nutrient in Annexes I and II must therefore be that the substance is safe and that the user can benefit from it. To require that a substance is essential is too severe and restricts consumer choice”.

The Parliament also amended Annex I so as to include boron, nickel, silicon, vanadium and tin for the following reason: “Those minerals should be included where evidence can be provided of their usefulness in food supplements, which is clearly the case for boron, nickel, silicon, vanadium and tin. The range of minerals in food supplements should therefore in principle be extended to include these substances...”

Annex II was amended by the Parliament so as to include, amongst other things, certain chemical compounds of the minerals that the Parliament wished to add to Annex I.

At the sitting of the Parliament held on 13 February 2001, Commissioner Byrne accepted the first of the amendments referred to above but not the second and third. In relation to them, he said: “I cannot accept any additions there [i.e. to Annexes I and II] in the absence of a positive safety evaluation by the Scientific Committee for Food”.

The Commission submitted an amended Proposal dated 29 March 2001. It accepted (among other amendments) the first amendment referred to above because it was “an improvement and clarification of the Commission’s initial proposal.”
 The second amendment referred to above was not accepted because “in the absence of these substances from Annex II the inclusion of the 5 additional minerals to Annex I proposed by amendment 26 is meaningless.”
 In other words, the inclusion of the five additional minerals in Annex I was dependent upon their possessing an acceptable “form” that could be listed in Annex II. The Parliament had in fact identified acceptable “forms” (or what it considered to be acceptable “forms”) in the third of the amendments referred to above. However, although the Commission’s amended Proposal did not include that amendment, the Commission never provided an explanation for why it refused to accept that amendment.

The common position adopted by the Council reflected the Commission’s amended Proposal in those respects but added what is now Article 4(6) of Directive 2002/46.
 The Directive was finally adopted after a further round of debate in the Parliament on matters that are not here relevant.

In short, the position regarding Annex I (as eventually adopted) was that it was intended to list vitamins and minerals normally found in, and consumed as part of, the diet whether or not they were “essential”. However, the Commission successfully opposed the inclusion of five minerals in Annex I, supposedly on the ground that the SCF had not given them a positive safety evaluation and despite the Parliament’s belief that those minerals were “clearly” useful.

It is therefore useful to look at the evaluation made by the SCF on which the Commission claimed that it had relied when it compiled Annex I.

The SCF Report was thought by the Commission to have identified the nutrients that the SCF considered to be “essential”. However, once the function of the list in Annex I had changed from being a list of “essential” nutrients to a list of nutrients normally found in, and consumed as part of, the diet, the SCF Report on which the Commission was relying really ceased to be relevant. It should also be observed that the SCF’s mandate is set out on page 1 of the SCF Report and does not include determining which nutrients are “essential” or which are “normally found in, and consumed as part of, the diet”.

At all events, the SCF Report, which considered four of the minerals that the Parliament wished to include in Annex I, did not suggest that any of them was unsafe or not part of the normal diet.
 It is not clear what other evidence or material was being relied on by the Commission and the Council.

Recital (10) of the preamble to the Directive (as adopted) suggests that “vitamin preparations and mineral substances” were excluded from the lists (note the plural usage) if they had not been “evaluated” by the SCF. The SCF Report had in fact contained an “evaluation” of a number of nutrients that were not included in Annex I so there is a bit of a puzzle about what, in this context, was the “evaluation” referred to. In addition, there is reason to believe that, despite its reference to “lists” (in the plural), recital (10) was concerned only with Annex II.

What is now recital (10) did not appear in the Proposal. It originated in Amendments 30, 38 and 42 proposed by the Parliament. In accepting those amendments, Commissioner Byrne stated at the sitting of the Parliament on 13 February 2001: “Amendments Nos 30, 31, 32, 36, 38, 39, 42, 48 and 49 aim to establish a list of vitamin preparations which should be given priority for safety evaluation and eventual incorporation in the list of substances that may be used in the manufacture of food supplements. I can agree that the principle be expressed in a new recital as proposed in Amendments Nos 30, 38 and 42” (emphasis added).

The Commission’s amended Proposal included a new recital (10) that is expressed in exactly the same way as recital (10) of the preamble to the Directive, as adopted, save that the last sentence of the Commission’s proposal refers to urgent evaluation by the SCF whereas, as adopted, the recital refers to urgent evaluation by the European Food Safety Authority (“EFSA”).

More importantly, however, the Explanatory Memorandum accompanying the amended Proposal explained what lay behind the new recital as follows: “Amendments 30, 38 and 42 are identical. They propose to state in a recital that priority should be given to the evaluation by the Scientific Committee for Food of substances that are not included in Annex II of the proposal but which are used in the manufacture of products currently marketed in some Member States” (emphasis added). The Commission went on to make some other points that are not here relevant and said that the amendments could be accepted “provided that the drafting reflect the above points”.

Hence, it is clear from the legislative history that recital (10) is concerned with substances to which Annex II is relevant. It does not apply to Annex I.  

On the face of it, therefore, vitamins and minerals are entitled to be listed in Annex I by reference to the criteria identified in recital (9). Since such vitamins and minerals are, by definition, those that are “normally found in, and consumed as part of, the diet”, it follows inevitably that there is some “form” taken by them that will meet the requirements for listing in Annex II (certainly the natural “form” or “forms” in which they appear in the diet).

Annex II
Recital (11) of the Directive, as adopted, which appears to deal only with the list in Annex II,
 suggests that that list includes substances that are “safe” and also “available to be used by the body” (that is, bioavailability). However, it goes on to say that substances approved by the SCF for particular uses could “also” be used in the manufacture of food supplement.

The inference is that Annex II was intended to list forms of vitamins and minerals that were safe and bioavailable, together with other forms that had been approved by the SCF as being safe and bioavailable.

However, that view (derived from recital (11)) produces an inconsistency with recital (10), which indicates that substances that had not been evaluated by the SCF were not (to be) included in the list in Annex II.

That (apparent) inconsistency can be removed by going back to the legislative history.

Paragraph 6 of the Explanatory Memorandum accompanying the Proposal makes it clear that the intention of the Commission was to include substances in Annex II on the basis of their safety and bioavailablity. Approval by the SCF was an additional reason for inclusion in Annex II. That was reflected in recital (8) of the Proposal (which is in the same terms as what later became recital (11) of the preamble to the Directive, as adopted). At that stage, as noted above, what is now recital (10) had not made an appearance.

Recital (8) was not amended by the Parliament. On the other hand, Parliament did amend Annex II so as to include various additional substances.
 The justification for that amendment was the same as that for the amendment to Annex I referred to above. The Parliament went on to say: “It should be possible to use all appropriate chemical compounds of vitamins and minerals in food supplements”.

As noted above, Commissioner Byrne told the Parliament on 13 February 2001 that the amendment of Annex II could not be accepted by the Commission, apparently because of the absence of a positive safety evaluation by the SCF. On the other hand, the Commission was prepared to accept the amendments that led to the insertion of what is now recital (10) because they were concerned with establishing a list of vitamin preparations whose safety evaluation and inclusion in Annex II would be given priority. Hence, recital (10) was not regarded as cutting across recital (11).

What is now recital (10) was inserted by the Parliament as a new recital 6a and was separated from what is now recital (11) by what is now recital (9).
 It was moved to its present position in the Commission’s amended Proposal. Accordingly, there is no reason to believe that recital (10) has anything to do with the function or purpose of Annex II (although it is concerned with substances that might be eligible for inclusion in Annex II).

In consequence, Annex II ought to contain all safe and bioavailable sources of the vitamins and minerals that are (or ought to be) listed in Annex I and, in addition, substances approved by the SCF. As indicated in recital (10), the EFSA (which now incorporates the SCF) should be giving priority to the approval of those substances not included in Annex II (and not excluded by error) which are currently marketed in some Member States but had not been evaluated by the SCF.

Nutrients can take a variety of different chemical forms. Many forms occur in nature, in the foodstuffs through which the nutrient is supplied to the human body. Other forms are: (i) combinations of naturally occurring substances which are not (or not commonly) found in such combinations in natural foods; and (ii) synthetic forms that are close analogues of naturally occurring compounds.

On the face of it, recital (11) indicates that the list in Annex II ought to include the chemical forms in which the vitamins and minerals listed in Annex I occur naturally in a bioavailable form in the foodstuffs that are a normal part of the diet (whether or not the vitamin or mineral in question is obtained in that form from food or is produced in that form by some other means): such chemical forms are, on the face of it, safe and bioavailable because they are the forms in which the nutrient is (or ought to be) absorbed by the body naturally. In addition, the list in Annex II may include synthetic, biologically altered and inorganic forms of the vitamins and minerals listed in Annex I if and to the extent that those forms have been found to be safe and bioavailable.

In the present context, “safety” is a relative concept because the list in Annex II actually includes chemical compounds, such as sodium hydroxide (caustic soda) and sodium fluoride (used as an insecticide and rodenticide), that are toxic if consumed at anything other than extremely low concentrations (toxicity, in itself, cannot therefore have been the criterion used to decide whether or not something was included in, or excluded from, Annex II). More importantly, the list fails to include a large number of substances widely found in food that are safe and bioavailable sources of vitamins and minerals listed in Annex I (which is, as noted above, in any event incomplete and defective). 

In particular, the list appears to show a predisposition for cheap, sometimes synthetic, forms of vitamins and for simple, non-organically-bound mineral salts that are less well-absorbed, are sometimes intrinsically more toxic, and have reduced activity in the body by comparison with the corresponding natural forms.
 For example, Annex II excludes all the carotenoid forms of vitamin A with the exception of beta-carotene, which is less beneficial and predominantly available commercially as a synthetic form. Annex II lists cyanocobalamin, which is a form of vitamin B12 that is not found naturally in foods but widely used by mainstream commercial suppliers.

Those observations might be regarded as disputatious
 were it not for the fact that Annex II also excludes organic forms of selenium that the SCF itself had stated to be the main forms in which selenium is present in food and “less toxic” than two of the forms included in Annex II.
 Annex I lists vitamin E. The SCF Report (on which Annex I was supposedly based) stated that vitamin E is manifested by two series of compounds, tocopherols and tocotrienols, each of which has four compounds (a, b, y and d). Vitamin E in foods comprises a-tocopherol in combinations with b-, y- and d-tocopherol, the most abundant form usually being y-tocopherol. Annex I did not purport to limit vitamin E to the a-tocopherol form only; but only forms of a-tocopherol are listed in Annex II. Thus, the naturally sourced vitamin E complex was prohibited.

The list in Annex II was therefore rather odd, particularly in those respects in which it was inconsistent with previously published views of the SCF.

The Proposal and Explanatory Memorandum accompanying it did not identify the source for the list in Annex II. However, the list was the same as a list found in the Annex to the SCF’s 1999 PARNUTS Opinion which was incorporated into the Annex to Commission Directive 2001/15/EC on substances that may be added for specific nutritional purposes.

The SCF’s terms of reference for the PARNUTS Opinion were: “To advise on the establishment of a list of substances with specific nutritional purposes, such as vitamins, minerals, trace elements, amino acids and other substances intended to be added to foodstuffs for particular nutritional uses, and, where appropriate, the conditions under which they should be used” (emphasis added).

It appears from the PARNUTS Opinion that the SCF did not itself draw up the list but considered a list of substances for nutritional purposes that had been proposed to it for use in the manufacture of foods for particular nutritional uses.
 The origins of that list are unclear. The SCF’s basic approach seems to have been that “all nutritional substances presently permitted in foods intended for infants and children should be included in the framework list for use in any category of FPNUs [that is, foodstuffs intended for particular nutritional uses], including semi-essential nutrients presently permitted in infant formulae and weaning foods to fulfil specific physiological requirements. Further, any nutrient deemed to be essential in the opinion of the Committee, and for which a Population Reference Intake (PRI) or an ‘acceptable range of intakes’ has been established in an earlier report, should be included in the framework list of nutritional substances” (emphasis added).
 

The list in Annex II was not, therefore, compiled by reference to the criteria of safety and bioavailability stated in recital (11) but by reference to other criteria and for entirely different purposes. At most, the list actually reflected only the second part of recital (11). A further point may be made about the reference, in the passage quoted above, to “acceptable range of intakes”: under Directive 2002/46, that was an entirely separate consideration because the composition of the lists in Annexes I and II was expressly determined without reference to permitted intake levels.

THE OBJECTIONS TO DIRECTIVE 2002/46
In proposing what became Directive 2002/46, the Commission embarked upon, and drew the Parliament and the Council into, an exercise that was of considerable importance for a number of reasons. First, the intention was to achieve an important objective, namely, the removal of restrictions on inter-State trade in food supplements (the removal of restrictions on inter-State trade being one of the four fundamental objectives of the EC Treaty). Secondly, the Commission was acting in an area that is of fundamental importance to the individual: nutrition. In that respect, while it is fundamental to ensure that substances detrimental to human health and well-being are kept off the market, it is also important to ensure that individuals are not deprived of nutrition (particularly where the ordinary diet is deficient in certain nutritious substances). Thirdly, in order to advance the free movement of food supplements, the Commission was actually proposing a blanket prohibition of food supplements, subject only to the exceptions listed in Annexes I and II. Accordingly, it was very important to ensure the integrity of the two lists.

Unfortunately, the impression given both by the content of the lists in Annexes I and II and by the legislative history is that Directive 2002/46 was conceived and adopted without proper preparation and research. 

The practical effect of the Directive was to prohibit a range of minerals and vitamins normally found in, and consumed as part of, the diet. Of over 80 minerals recorded in the diet (many lawfully sold and consumed in countries like the Netherlands, Sweden and the United Kingdom at the time of the adoption of the Directive), only 15 appeared in Annex I. Over 270 individual sources of vitamins and minerals contained in food supplements lawfully produced and marketed in the United Kingdom at the time of the adoption of the Directive were not listed. The unlisted substances comprised many organic, food-state, minerals. The listed substances were predominantly inorganic, soil-state minerals. An estimated 5,000 products on the market in the United Kingdom at the time of the adoption of the Directive were affected. Some 20% of the food supplements then available on the United Kingdom market contained one or more ingredients that were restricted or prohibited by the Directive. It was estimated that the application of the Directive in the United Kingdom would inflict significant losses on small and medium sized firms operating in the food supplements market (the larger pharmaceutical companies making synthetic or inorganic food supplements being better able to benefit from the skewed nature of the lists in Annexes I and II).

The deficiencies of the lists in Annexes I and II would not have mattered much had the Directive provided for a simple, swift and transparent procedure whereby the lists could be amended.

In fact, in order to obtain a temporary derogation from prohibition under Article 4(6) (limited to the period ending 31 December 2009), a dossier supporting the use of the nutrient in question had to be submitted to the Commission by a Member State and referred to EFSA (the derogation would apply if EFSA did not emit an unfavourable opinion). No legal provision identified what the dossier should contain, the procedures to be followed by the Member States, the Commission and EFSA, the time period within which the procedures were to be carried to a conclusion, or even which criteria were to be applied by EFSA. At the time, EFSA had indicated informally that a history of safe use would not be sufficient to satisfy its requirements and clinical studies would have to be relied upon. 

Hence, in the case of a nutrient consisting, in effect, of concentrated carrot or tomato, a dossier could not be based upon evidence that carrots and tomatoes had been consumed safely by human beings for some considerable time. Putting matters in a more formal way, the position was that a vitamin or mineral that (i) was lawfully used in a food supplement marketed in a Member State by reference to that State’s criteria of safety and (ii) satisfied the criteria set out in recital (9) of the preamble to the Directive for inclusion in the list in Annex I, would not benefit from the derogation unless it was proved by positive evidence to satisfy additional criteria that EFSA had, of its own motion, decided to apply and which EFSA had not publicised. 

In addition, there was evidence that preparation of a dossier setting out positive evidence of the safety of a nutrient derived from clinical studies (which appeared to be what EFSA was envisaging) was costly
 and time-consuming: the derogation was going to last for just over 4 years but it could take 3 years to prepare a dossier.

The position regarding the actual amendment of the lists in Annexes I and II was no better. No provision set out what a manufacturer had to do, what information and evidence had to be provided, or which criteria were to be employed.    

PROCEDURAL ASPECTS OF THE CHALLENGE TO THE DIRECTIVE
In July 2003, the Food Supplements (England) Regulations 2003 and Food Supplements (Wales) Regulations 2003 (“the 2003 Regulations”) were made for the purpose of implementing Directive 2002/46.

In October 2003, two applications for judicial review challenging the legality of the 2003 Regulations were made. The first application was made by the National Association of Health Food Stores and by the Health Food Manufacturers Association. The second application was made by the Alliance for Natural Health and a specialist distributor and retailer of food supplements, Nutri-Link Limited. Each application was supported by copious evidence.

Both matters came before Mr. Justice Richards (as he then was) on 30 January 2004. At that hearing, permission was granted and a reference to the ECJ for a preliminary ruling was ordered in both cases. It took some time to finalise the schedule attached to the orders for reference (setting out the facts and summarising the arguments of the parties in each case); and the terms of the reference were approved by the Court only on 3 March 2004. As is customary, the orders provided that the reference be transmitted to the ECJ by the Senior Master of the Queen’s Bench Division forthwith and without waiting for the expiry of time to appeal against the order.

At that stage, only some 17 months remained before the prohibition contained in Article 15 of Directive 2002/46 was to apply. In order to avoid the obvious difficulties were the ECJ’s judgment to be delivered after then, the orders for reference were accompanied by a request made by the referring court for the reference to be expedited.

Both orders reached the ECJ on 26 March 2004. The cases were registered and subsequently joined. On 7 May 2004, the President of the ECJ made an order refusing the referring court’s request that the cases be dealt with under the accelerated procedure. However, a informal indication was given that the ECJ would give judgment before the end of July 2005.

The hearing took place on 25 January 2005. The Advocate General delivered his Opinion on 5 April 2005. Judgment was delivered on 12 July 2005. 

THE GROUNDS OF CHALLENGE
In short, the validity of Directive 2002/46 was contested on the following grounds:

1. Article 95 of the EC Treaty was not an appropriate legal basis for the Directive (the argument varied as between the two cases).

2. The prohibitions imposed by the Directive were an unjustified restriction on inter-State trade.

3. The Directive was inconsistent with the principle of subsidiarity.

4. The Directive was disproportionate (here the argument focused on how the lists in Annexes I and II were compiled).

5. The Directive infringed the principle of equal treatment, mainly because of the apparent discrimination between synthetically-sourced and naturally-sourced vitamins and minerals.

6. The Directive infringed fundamental rights (right to carry on a trade or business and so forth).

7. Lack of reasons. 

THE JUDGMENT
The Advocate General concluded that Directive 2002/46 was invalid because it infringed the principle of proportionality and because basic principles of EC law (such as the requirements of legal protection, legal certainty and sound administration) had not been taken properly into account. The focus of his criticism of the Directive was the mechanism for amending the lists in Annexes I and II which, as he put it, involved a procedure having “the transparency of a black box”.
 As will be explained further below, the ECJ agreed with the Advocate General on the deficiencies of that procedure but sought to preserve the validity of the Directive by an exegetical analysis of what it must be taken to have provided in the light of the general principles of EC law.

The ECJ devoted 20 paragraphs of the judgment to a consideration of the challenge to the use of Article 95 as the legal basis for the Directive. In short, it concluded that a prohibition on the marketing of food supplements could be adopted under Article 95 because of the need to remove differences between national laws that affected the functioning of the internal market even though human health considerations played a part in the formulation of the Directive and there was an incidental effect on international trade.

The prohibition imposed by the Directive fell in principle within the scope of Article 28 of the Treaty but was justified as being for the protection of human health.
 It remained to consider whether or not the prohibition was proportionate. The Court concluded that, as the Community legislature has a broad discretion in the area and was called upon to undertake complex assessments, the legality of the Directive could be questioned only if it was manifestly inappropriate having regard to the objective pursued by it.
 The prohibition was held to be necessary.
 Was it proportionate? At this point, the judgment takes a curious turn. The Court records the submission that the lists in Annexes I and II were inadequate and that it was inappropriate to prohibit vitamins and minerals in natural forms.
 It then remarks: “...if the various recitals in the preamble to Directive 2002/46 are read together, it is apparent that the directive concerns food supplements containing vitamins and/or minerals derived from a manufacturing process using ‘chemical substances’ (11th recital), and not food supplements whose ingredients include ‘amino acids, essential fatty acids, fibre and various plant and herbal extracts’ (6th recital)...”
 The judgment passes on to consider the other aspect of the restrictive nature of the lists in the two Annexes, their derivation from the PARNUTS Opinion, which the Court justified on the ground that those substances had received a favourable evaluation from the point of view of safety and bioavailability.

The judgment now turns to a consideration of the procedure for altering the lists in Annexes I and II. 21 paragraphs of the judgment are devoted to that topic.
 The Court proceeded to fill in the gaps left by the Directive by recourse to the general principles of Community law.

Reliance on the principle of subsidiarity was rejected on the ground that the objective pursued by the Directive could not have been achieved satisfactorily by action by the Member States.

Reliance on the principle of equal treatment was rejected on the ground that listed vitamins and minerals had been subjected to a scientific evaluation whereas unlisted ones had not.

Reliance on fundamental rights was rejected, essentially on the ground that the Directive was justified by an objective of general interest and proportionate.
 

The challenge based on lack of reasoning was based on foreseeable grounds; but that generated another remark from the Court, that “the 9th recital to Directive 2002/46 explains that the vitamins and minerals affected by the prohibition are those which are not normally found in, or consumed as part of, the diet”.

CONCLUSION
The ANH case is an illustration of one of the most difficult situations that can be confronted so far as challenging discretionary acts is concerned. First, it involved a challenge to legislation; and the leeway accorded to the legislature is inevitably – and for obvious reasons – much greater than that accorded to the maker of an administrative decision. Secondly, the area was technical. Thirdly, the technicalities related to human health – an additional and very important reason for the Court to exercise restraint. Fourthly, the disputed measure was certainly well-intentioned and designed to produce a solution to a genuine problem.

Technical points aside, the judgment shows certain classic features. First, there is a tendency to prefer interpretation, where possible, so as to eliminate or confine a perceived problem. Secondly, there is also a tendency to relish matters of procedure, again where they seem to offer an alternative route to solving a problem, or part of it. Accordingly, the Court seemed to be far happier engaging in an exegetical explanation of the non-existent procedural provisions of the Directive, and in a technical explanation of Treaty provisions, than in dealing with the murky and unsatisfactory factual background (and who would not prefer it that way round?).
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