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BEUC's PAPER ON FOOD SUPPLEMENTS – FINAL
1.
Introduction

The increasing popularity of products marketed as food supplements, offered for sale in a non-traditional food application, such as capsules or tablets, has led to a rapid growth of the sale of these products in the Member States of the European Union. The fact that these products are offered in tablet or capsule form has led to a heated discussion over the unclear distinction between food and medicine.

Definitions are all important

While there is a broad definition of medicines under the Medicines Directive 65/65, there is no equivalent legal definition for food. While some European countries, such as Belgium and the Netherlands, have national legislation in place for vitamin and/or mineral preparations there is neither a Codex Alimentarius Standard nor a harmonised European legislation in place for food supplements at European level. The European Commission indicated its intention to cover these products by legislation and in 1997 issued as a first step a discussion paper on the addition of vitamins and minerals to foods and food supplements. There is a clear tendency to consider food supplements as foodstuffs for normal consumption. In effect, this would mean that food law, requiring food to be safe and enabling action against unsafe products, should be applied to food supplements. Supplements, which are not considered as foodstuffs, should be treated as medicines. 

This position paper discusses food supplements as foodstuffs.

There is a further need for legislation governing specific aspects of food supplements, which are not adequately covered by existing food legislation. The potential for existing food law to control food supplements exists, yet it is not exploited. For example, Directive 90/496/EEC on nutritional labelling does not apply to food supplements, which prevents consumers from being well informed about the nutritional qualities of food supplements.

A suggested definition of food supplements

Food supplements can be concentrated sources of a single nutrient or a combination of several nutrients, whose essential purpose is to supplement the intake of particular nutrients in the daily diet.

Vitamin and mineral supplements as discussed in this position derive their nutritional relevance primarily from the vitamins and minerals they contain.

A second category of food supplements is natural products, containing nutrients and/or non-nutrients. They are marketed principally for their “health maintaining” properties, for example natural extracts such as ginseng, lecithin, and fish liver oil, phytochemicals, and in some countries amino acids. This type of product, however, has market shares mostly in the UK, Italy, the Netherlands (with the exception of amino acids) and Belgium.

Most vitamin and mineral supplements on the market can be divided into the following groups:

Vitamin C only, other single vitamins including vitamin A and provitamin A (beta carotene and new multi-carotenes), vitamins of the B group (including b-complex), vitamin D and E, folic acid, multivitamin and multivitamin in combination with multi-minerals, single calcium or calcium and magnesium combination, iron, zinc and selenium and trace elements.

The market trend is to tailor–make vitamin and mineral supplements for categories of people. The mixtures of multivitamins are becoming more complex, often more than 20 different active ingredients. Companies are endeavouring to differentiate their products from competitors' by offering their special formula for a niche market. 

· In view of the variety of marketing strategies and composition of food supplements, it is necessary to establish a harmonised definition of food supplements.

2.
Maximum limits - the health risk

Vitamins and minerals are part of a daily diet. Exact measurements of individual daily intake is hardly possible and we therefore need to rely on surveys /calculations done in several studies for different target groups. Different target groups may have different nutritional needs.

The discussion paper of DG III (III/5934/97) on the "Addition of Vitamins and Minerals to Foods and Food Supplements" states that “it is beyond doubt that intakes above a certain level of some vitamins and minerals for a long period of time can lead to undesirable or adverse health/physiological effects".

The EU Scientific Committee for Food (SCF) and a number of national institutions, such as The Netherlands Food and Nutrition Council
 and the German Association for Nutrition (DGE) have also issued warnings against excessive intake of several nutrients.

Examples of adverse effects pointed out by the SCF
:

· An overdose of Vitamin A can cause liver and bone damage, hair loss, double vision and teratogenic effects. Because of the high teratogenic effects, pregnant women eating a normal balanced diet are advised not to take supplementary vitamin A except under medical supervision. 

· Doses of more than 50 mg a day of vitamin B6 must be regarded as potentially harmful because similar symptoms to those of peripheral sensory neuropathy may occur. 

· Too high an intake (more than 2.5 gram/day) of supplements containing calcium may lead to hypercalcaemia, renal stones and impaired renal function.

· Questions have been raised about excessive intake of vitamin C.

Safety must be the over-riding concern and must be demonstrated in a transparent way if food supplements are openly sold as foodstuffs. 

We therefore believe that it is important to fix maximum limits for levels in vitamins and minerals in food supplements in close context with the scientific risk assessment
. We believe it is important that any risk assessment should take all sources of vitamins and minerals in our daily diet into consideration.

For some vitamins and minerals, the difference between the recommended daily allowance and the upper safe intake level might be very small. This could become a risk factor. Therefore we believe that it is necessary to set different maximum limits for these vitamins/minerals/trace elements in food supplements. We welcome the SCF’s review of safe intakes of vitamins, minerals and trace elements and consider that this should include all vitamins and minerals, highlighting where necessary areas in which further research and studies are needed. Regarding beta-carotene for instance, scientists have recently held conflicting opinions.

It is essential to have a transparent scientific risk assessment. Such an approach should consider all relevant factors, such as toxicity of vitamins and minerals singly or in combination, in deriving upper safe levels. Where there is uncertainty a precautionary approach to setting acceptable levels of vitamins and minerals in these food supplements is most appropriate.

The establishment of upper intake levels should also take into account other sources of nutrients such as fortified foods and where possible give advice on how upper safe intake levels should be respected by manufacturers and consumers when choosing foods. Maximum limits in food supplements should be set for nutrients, such as: 

· Vitamin A

· Vitamin D

· Folic acid

· Vitamin B6

· Iron 

· Zinc

· Selenium

Furthermore, the fixing of upper safe intake levels should not only be related to the risk assessment of individual nutrients, but should also take into account the adverse effects that combinations of nutrients could have because of their interaction. The Netherlands Food and Nutrition Council has reported on the harmful interaction between zinc and copper which is possible even where the proportion between these two trace elements in the diet is not especially extreme.
  This is confirmed by the SCF which says that prolonged intakes of 75-300mg/d of zinc have been associated with impaired copper absorption, producing features such as microcytic anaemia, but even short term intakes of 50 mg zinc daily interfere with the metabolism of copper
.

· The fixing of maximum limits for vitamins and minerals in food supplements should depend on risk assessments on upper safe intake levels to be established by the Scientific Committee for food. Intakes from all sources should be taken into consideration as well as possible interaction between nutrients. For vitamins and minerals with a narrow safety margin between the recommended daily intake and the adverse effect level, different limits for the daily dose, which could be done at national level, should be established,. This whole process must be open and transparent and must gain the wide agreement of stakeholders ,including consumer groups.

3.
Safety of food supplements

The safety of edible substances is in the first instance based on a history of safe use. Nowadays the safety of products can be assessed scientifically before consumption. The Novel Food Regulation will require that products with no established history of safe use in the EU and products containing completely new chemical substances must be assessed for their safety prior to marketing. For example, plants that have never been consumed or are otherwise unknown or substances that do not have a history of safe use within the Community must pass the approval procedure of the novel food regulation.

However products which have not gone through this procedure are on the market.

· It is important to apply a precautionary approach, and to invoke the precautionary principle to set up a quick procedure, enforced by the competent national authority, to ban food supplements or substances from being marketed if their use could cause damage to health. The rulings resulting from this procedure will enable food inspectors to intervene. 

3.1.
Purity criteria for supplements derived from natural substances. 

· Purity criteria must be established for the ingredients of food supplements.

3.1.1.Natural toxins

Supplements derived from natural substances may contain high doses of natural toxins. Natural toxins are thought to be an important factor in relation to the safety of foodstuffs. However, comprehensive knowledge of this issue is limited. Often the real risks of a toxic natural component in a foodstuff cannot be adequately assessed. Uncertainties often arise concerning the safety of both the active substance and of other possible naturally present substances. This may explain why the doses in these products are often low. 

Drawing up a list of substances that are commonly used might help to solve this problem. Innovation should be supported by proper application of novel food legislation.
(More information to be added on concrete cases “Side effects of? drugs Annual”, Peter de Smet, KNMP).

Despite this uncertainty there is a need for procedures which would allow unsafe products to be prohibited immediately. Since toxicity normally relates to the dose, there may be a need to lay down maximum accepted doses for particular natural substances. Insufficient scientific knowledge could hamper this.

The National Food Agency of Denmark has set up a programme: “Construction, compilation, and exploitation of a European database and information system of non-nutrients for crops grown as food and feedingstuffs, and derived products”. These kinds of activities are intended to compile a database on natural toxins. 

The importance of having a database on natural toxins in supplements in order to get an overview of the research available has also been stressed in a paper from a UK Ministry working Group.

· Providing sufficient toxicological data is available, maximum levels for natural components should be laid down by law.

· Research should be undertaken to collect toxicological information on natural components in foodstuffs, e.g. food supplements.

· We believe that excellent work might be done in this respect by the new Food Authority. 

3.1.2.Contaminants

Natural extracts are often present in a concentrated form and can contain high amounts of contaminants. For example, high amounts of heavy metals have been found in fish liver oil capsules. Where data for acceptable maximum levels exist they could be used. Investigations by the Dutch “Consumentenbond” have indicated heavy metal contamination in herbs.
 

Maximum accepted levels for contaminants such as heavy metals and hydrocarbons (PCB’s) have not been set at EU level. Within Codex as well poor progress has been made on this issue. The EU Regulation on contaminants
 offers an adequate framework for setting maximum levels for contaminants and natural toxins in food supplements.

The EU has set maximum residue levels for pesticides for a number of primary agricultural products. For food supplements nothing has been proposed yet.

· Where maximum recommended levels for environmental contaminants and pesticides exist, upper limits must be set for food supplements , if 0-tolerance is not feasible.

3.2.
Purity criteria for chemically synthesised supplements

Standards among manufacturers exist for chemically synthesised supplements, mostly vitamins and minerals, more than for natural extracts. The problem of toxins is not so severe because of the controlled production process, which can result in a fully characterised product. As a result purity can be achieved more easily. 

Specific purity criteria for nutrients, such as vitamins and minerals, should be set as indicated in Council Directive 89/398/EEC for foodstuffs intended for particular nutritional uses. Such purity criteria could be used for synthesised nutrients using the same recognised sources
.

· Specific purity criteria should be set for nutrients as indicated in Article 4 of Directive 89/398/EEC; these should also be applied to chemically synthesised supplements.

3.3.
Good Manufacturing Practice (GMP)

The general Directive on the hygiene of foodstuffs
 also applies to food supplements. This implies that food business operators dealing with food supplements have to apply HACCP and must be encouraged to develop guides to good hygiene practice. If applied well, this will lead to better guarantees concerning hygiene. The HACCP method should also be used to control other risks during processing. Following Good Manufacturing Practices (GMP) means that a systematic approach is followed and that the procedures for production are well documented. This would for example allow recall action to be taken should a problem arise with a product.
 

Where possible manufacturers should develop monographs for food supplements deriving from natural substances. These would include specific purity criteria for individual products. If possible, monographs should give a full description of the product, including a complete description of the composition, indications for use, dosage, overdose, contra indications, etc. 

Standards for many traditional herbs already exist in various herbal pharmacopoeias and these could be used as a basis for monographs.  It might be useful to look into the GRAS (Generally Recognised Safe in US) status of substances used in food supplements providing that these substances are not covered under the Novel food regulation.

· EU-wide guidelines for good hygienic practices, including the application of HACCP, for premises dealing with the production of food supplements must be developed.

· Producers should be encouraged to produce monographs for food supplements derived from natural components.

3.4.
Establishing a notification procedure

Establishing a positive list for food supplements would be desirable in order to monitor their market surveillance.

Such a list is of particular importance in relation to novel foods.

We believe that the monitoring of food supplements would be facilitated if the product notification were required prior to market introduction. We believe that this would facilitate the free movement of goods in Europe and enable national diets and habits to be monitored.

Notification of new food supplements to the authorities is relatively easy and will indicate which products are on the market. This represents important information for control bodies.

· A formal approval resulting in the inclusion on a positive list is needed for food supplements which are novel foods or contain novel ingredients.

· There should be a notification procedure in place for all food supplements in order to provide information to food control bodies which would enable them to fulfil their task properly.

3.5.
Negative list for food supplements?

We do not believe that it is necessary to establish a negative list of forbidden substances for use in food supplements. We do, however, see the need for the establishment of a positive list of nutrient sources for use in food supplements.

If such a list cannot be established a list of forbidden substances needs to become mandatory.

· If a positive list of allowed nutrient sources is established there is no need to establish a negative list. It might, however, be necessary to apply this to products which are currently illegal on the market of some member states. Food supplements withdrawn from the market for safety reasons should be communicated within the Community to protect consumers.

4.
Labelling of food supplements

4.1
General provisions
Legal provisions for the labelling of ingredients and the labelling of nutrients should apply to food supplements. Amounts of nutrients should be given in elemental terms and not in compositions. For example, calcium should not be expressed as calcium phosphate but as elemental calcium. Without the consistent use of elemental terms the consumer will be unable to compare a product giving the amount of calcium phosphate with another one giving the amount of elemental calcium
.

Information on vitamins and minerals should be given per unit of use, as per use instruction applied to the smallest dosage in absolute numbers and as a percentage of the RDA. If necessary, the label must carry a warning against toxicity levels which may be harmful in overdose such as vitamin A.

The label should carry information on contra indications if relevant. For example, pregnant women should not take vitamin A supplements; people with renal dysfunction should not take potassium supplements; pregnant woman; etc should not drink fennel tea.

The same units of measurement must be used for vitamins. Vitamins A, D, and E can be expressed in International Units or micrograms. In addition to this, there are still some problems with regard to the abbreviation of micrograms, sometimes as mcg and sometimes as µg. Standardisation of measurements and abbreviations would facilitate product comparisons by consumers.

There is mostly no need to give information on macro-nutrients; in any case the active substance or substances must be given at quantitative levels in a standardised form most preferably.

If food supplements do contain ingredients other than vitamins, minerals or trace elements, comparable labelling rules must apply to these supplements. Consequently active ingredients must be declared quantitatively.

Special provisions for the labelling of food supplements should be included in Council Directive 79/112/EEC on the labelling, advertising and presentation of foodstuffs and in Council Directive

90/496/EEC on nutrition labelling for foodstuffs. The latter should also be applicable to food supplements.

· All existing horizontal EU legislation concerning the labelling of foodstuffs should apply to food supplements.

· Information on vitamins and minerals should be given per consumption unit in absolute numbers and as a percentage of the RDA. If necessary a warning should be given. Active substances must be given in standardised quantities to allow the consumer to compare products.

· For food supplements other than vitamins, minerals and trace elements the active substance must be declared quantitatively.

· Information on the level of active ingredients and their origin needs to be provided. We believe that it is necessary to set criteria for strength and potency claims

· It is necessary to clearly state any specific advice for vulnerable groups, which need to be defined.

· Guidance for safe usage must be provided

· Nutrition information should be presented in a standard format on all products enabling consumers to make comparisons easily.

· The same units and abbreviations should be used on all products.

· All products should carry a statement to the effect that the product is “no substitute for a balanced, varied diet” and when appropriate “if you have a medical condition, consult your doctor”.

4.2
Claims on food supplements

We want to make it clear that most people have access to a balanced diet and they should ideally obtain all the nutrients they require from their normal diet. People should therefore be encouraged to attain/achieve a balanced diet from food before considering food supplements.
However, claims play a major role in the marketing of food supplements for which all sorts of claims are used: general claims, nutrient content claims, nutrient function claims, health related claims and sometimes even medical claims. This is especially important with regard to the particular niche markets some products are developed for, such as: 

Memory and concentration, tension and mood, stress and busy lifestyle, for sports people, a healthy heart, prostate health, bone strength, pregnancy, women in child-bearing years or the menopause, children, teenagers and people over 50 years age, the winter months, skin care, hair and nail care and even eye care. Supplements are increasingly sold because claims which try to influence consumer choice with health maintaining properties are being made. If the product fails to meet the expectations of its claim , it would be considered as having misled the consumer, which is in general prohibited in Council Directive 84/450/EEC on misleading advertising. 

4.2.1
Medicinal claims

Directive 65/65 on Medicines defines any substance or combination of substances presented for treating or preventing disease in human beings or animals as a medicine. Medicines encompass any substance or combination of substances which may be administered to human being or animals with a view to making a medical diagnosis or restoring, correcting or modifying physiological functions in human beings or in animals. This definition gives medicines the exclusive possibility to make claims relating to prevention and treatment. It goes further in defining medicines as products which restore, correct or modify physiological functions. 

Consequently these types of claims are not permitted for foodstuffs. As food supplements are foods they have to comply with labelling Directive 79/112 which prohibits claims on the property of preventing, treating or curing a human disease. Medical claims for food supplements are prohibited. Products for which such a claim is made must be treated as medicines and fulfil the strict licence application demands for medical substances. 

Being allowed to make a medical claim is customarily dependent on the proof of efficacy and this should also be applied to supplements. 

Factually, efficacy has only been proven for a small number of herbal products and therefore most food supplements cannot comply with the conditions set for foodstuffs for particular nutritional uses (Directive 89/398/EEC, amended by Directive 96/84/EC). 

4.2.2
Health-related claims 

Rules concerning the use of health claims differ between the members of the EU. The latest EU proposal on claims does not lay down specific rules on health claims. It is sufficient if the “person responsible for a claim can prove the truthfulness and accuracy of the objective characteristics stated or suggested in this claim when requested to do so by the competent authority.” In fact, competent authorities will be placed in a relatively weak position. This wording does not sufficiently protect consumers against misleading health-related claims. 

Despite this, no further actions on the development of particular regulations or guidance for the use of claims are  underway at EU level. However some countries have initiated – mostly industry driven - initiatives to establish voluntary Codes of Practice. These countries include Belgium, the Netherlands,the UK, Sweden, France, and Spain; in Austria a health-related claim generally needs to be approved prior to market introduction. 

Health-related claims made on food need to be given within the context of an overall healthy diet. 

General health claims such as “gives you power” or “against fatigue” which are often made for vitamins and minerals containing supplements should also be treated as health claims and consequently should require independent substantiation prior to marketing.

Unsubstantiated claims for types of products, e.g. vitamin ‘x’, rather than for a special brand are made in leaflets and brochures. The legislation on food labelling and food claims should also apply to leaflets, brochures, magazines and other forms of promotional or advertising material, including food packaging, which may be available in the same shop or positioned close to specific supplements. In many cases, it is the implied claims rather than explicit health related claims that tend to mislead consumers.
We refer here to our paper on health related claims and therefore:

The rules for establishing health-related claims should apply to these products taking into consideration the different forms of application.

In countries where health related claims are not prohibited they must be approved prior to market introduction.

Health related claims must be considered in context with an overall balanced diet.

4.2.3
Generic claims

Generic claims providing general knowledge, such as “calcium strengthens the skeleton” should however be considered as an educational tool.

Consumer perceptions

Consumers are increasingly aware of the benefits of eating a healthy diet. Today’s consumers have a wider choice of foods than ever before. But they can only make good choices about what to eat if they have clear, consistent and reliable information upon which to base their decisions. It seems that:

Consumers find longer, more complex claims confusing and impenetrable. They do not trust them.

While consumers trust manufacturers and retailers not to add ingredients and make deceitful claims, they do recognise that manufacturers want to sell products and that they should view claims with some cynicism
.

5.
Packaging

Children may suffer from the effects of overdose from supplements because they secretly take some of their parents’ pills or they mistake them for sweets. Accidents have for example been reported in the case of iron supplements prescribed to mothers during pregnancy.
 Therefore the use of “Child Resistant Closures” should be required. For nutrients, which are harmful in overdose for children, especially iron and the fat-soluble vitamins A and D. Moreover, the presentation of a package should not attract children, e.g. funny colourful pictures on a package or a special shape of package.

· Child Resistant Closures should be compulsory for food supplements containing substances which might be dangerous for children. 

· The presentation of the package of food supplements should not be specially attractive to children. 

6.
Control 

Food control bodies should give more priority to the control of food supplements. Control authorities must check whether food supplements on the market: were notified, make claims which are not allowed, are appropriately labelled, do not contain substances which are considered harmful. The control should cover the whole chain from the manufacturer to the point of sale. 

A reporting scheme should be set up for adverse reactions in association with the use of supplements. Physicians should be obliged to report any relevant cases to the national control body .

The possibility of establishing an additional self-regulatory body including/comprising manufacturers and sellers should be taken into consideration. This could be advantageous both to manufacturers and sellers who want to sell safeinstead of misleading products, and to official control bodies.

· Food inspectors should intensify their control activities regarding food supplements.

· A reporting scheme for adverse reactions should be set up.

· Establishment of an additional self-regulatory body should be taken into account.
7.
Conclusions

1. There is an urgent need to harmonise regulation in the field of food supplements at European level 

2. There is a need to define food supplements in order to apply identical rules to products sold in the EU.

3. Following the approach in this paper, specific legislation for food supplements should cover the following topics : 

· Notification of new products to the competent authority in order to facilitate monitoring.

· Procedure for prohibition of products considered unsafe.

· Setting of maximum levels for natural toxins.

· Establishment of quality standards.

· Setting of maximum levels for nutrients based on safe upper limits to be established by the Scientific Committee of Food via an open and transparent procedure in order to allow consumers to become involved in the system.

· Minimum effective levels should be established to qualify a product as supplementing? the daily diet with a particular nutrient or non-nutrient.

· Specific rules for nutrients as well as for natural substances need to be considered, depending on the nature of the product.

4.
Adopt appropriate labelling rules with an emphasis on proper and coherent labelling of active substances, and vitamins and minerals to be given as percentage of RDA which will allow real consumer choice. Unsubstantiated, medical and misleading claims must be prohibited.
Information on the label should be presented in a standard format that is easy for consumers to use and understand.


The declaration of use instruction should be mandatory
Reference should be made on the label to the fact that the product is “no substitute for a balanced, varied diet”.
5.
Guaranteeing safety in relation to contaminants and preventing consumers from being misled is dependent on the adoption of horizontal legislation on these issues.

6.
Establish a positive list of allowed nutrient sources instead of a negative list.

7.
Application of novel food legislation for food supplements/ ingredients or substances which do not have a history of safe use within the Community.

8. Request for the application of HACCP system and the use of GMP methods.

9. Establish clear packaging rules with special requirements where special safety measurements should apply.
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� see paper from Working Group (UK Ministry) about supplements and health foods


� see IOCU, Food Policy Beyond 2000, The Hague, June 1993, p51


� Council Regulation EEC/315/1993 laying down Community procedures for contaminants in food, OJ L37 of 13.02.1993
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