NOTES FOR EDITORS

What is the Alliance for Natural Health?

The Alliance for Natural Health (ANH) is non-partisan, not-for-profit, EU-based, international campaign organisation, established in 2002, comprised of dedicated professionals committed to safeguarding the leading edge in natural healthcare. The ANH works particularly at the ‘coal-face’ to stop negative aspects of EU legislation and Codex Alimentarius impacting consumers, health stores, practitioners, suppliers and manufacturers. We are very focused, with a clear remit – to protect access to innovative, safe and effective food-based products and herbs, using an approach that is rational and underpinned by good science and good law. 

Why Codex delegates should oppose ratification of the Codex Guidelines on Vitamin and Mineral Food Supplements

Background

The Codex Guidelines on Vitamin and Mineral Food Supplements have been in development for approximately 10 years. It is one of a large number of Guidelines pertaining to food products that has been developed under the auspices of the Codex Alimentarius Commission (established in 1963), which is a subsidiary body of the World Health Organization (WHO) and the Food & Agricultural Organization (FAO) of the United Nations. Codex Guidelines are frequently implemented into laws of Codex member countries (172 in total), and they are used as reference points in any trade disputes brought to the World Trade Organization.

The text for the Guidelines was agreed by consensus in the Codex Committee for Nutrition and Foods for Special Dietary Uses (CCNFSDU) in Bonn in November 2004, and the Guidelines are due to be ratified at the next CCNFSDU meeting in Rome on 4-9 July 2005. 

The key area of the Guidelines which has yet to be agreed is the nature of the ‘nutrient appropriate’ scientific risk assessment, which will be used to establish Upper Safe Levels for the vitamins and minerals. The process of determining this science has effectively, although unofficially, been handed to the FAO/WHO, who, in turn, have allowed an open consultation phase for input from external parties. The Alliance for Natural Health (ANH) was one of 16 organisations to submit comments for this consultation in December 2004, and the ANH submission revealed, with extensive reference to peer-reviewed science, very substantial flaws in the various existing models that have been used by US and European authorities. These models are assumed to form the basis of the risk assessment science to be employed in establishing upper levels. The ANH’s submission has subsequently been endorsed by over 100 leading clinical nutritionists in the US and Europe.

A Dutch research institute, the Heidelberg Appeal Nederland (HAN), specialists in risk assessment, in conjunction with the ANH, have embarked on a major re-assessment of regulatory frameworks for natural products used in healthcare, given the clear weaknesses of the EU’s Food Supplements Directive (under legal challenge by the ANH in the European Court of Justice) and the Traditional Herbal Products Directive (proposed for legal challenge in due course by the ANH). The results of these studies will be published within 12 months. 

The Codex Alimentarius Commission meeting in Rome will determine by consensus whether the Guidelines for Vitamin and Mineral Food Supplements are adopted at Step 8 (the final step of the Codex procedure). According to the Codex Committee on General Principles, “consensus” is generally defined as the absence of sustained opposition. ANH believes that opposition to the Guideline by a minimum of 30 countries will be needed to guarantee, at least, delay in the adoption at Step 8.  

Why Codex delegates should say “no” in Rome

In the view of the ANH, there are seven main reasons why countries, especially those with long-standing histories of natural or traditional medicine, should oppose ratification of the Codex Guidelines, during the forthcoming CCNFSDU meeting in Rome:

These reasons are listed below:

1. The risk assessment science that is being considered by the unidentified FAO/WHO Expert Panel is deeply flawed. It is based on irrational science and will result in the imposition of maximum levels of nutrients that are well below those considered safe and often extremely beneficial to the vast majority of the population.

2. The Codex Guidelines were not drafted in accordance with the procedures set out in the Codex Procedural Manual, as identified by the US National Health Federation, the only ‘health freedom’ NGO with delegate status at the Codex meetings.

3. The Codex Guidelines have been built very much in parallel with the EU Food Supplements Directive, which appears, based on the High Court hearing in London (January 2004) and the European Court of Justice Advocate General’s opinion (5 April 2005), to be invalid under EU law.

4. The Codex Guidelines should not be ratified until the results of the HAN Foundation research study, commissioned by the ANH, are released in 2006. The study seeks to develop a new regulatory framework for the food supplement category that is compatible with EU law, consumer safety and sound science.  

5. Acceptance of the Codex Guidelines for vitamins and minerals will accelerate the process of subjecting other nutrient groups to a Codex ‘standard’. This includes herbal products, amino acids, essential fatty acids, enzymes, and other groups of micronutrient. Many traditional herbal ‘medicines’ are likely to perform poorly under the risk assessment systems proposed at present, and so could be forced into a conventional drugs authorization procedure.

6. The Guidelines will effectively set, internationally, the borderline between nutrients used as foods and nutrients used as medicines. This borderline will almost certainly be set far too low and will prevent the use of nutrients at dosages required for significant health benefits. Implementation of these Guidelines into law will promote bans on any therapeutic product, even one that is derived from food, unless it is registered as a drug. The pre-market authorization procedure for drugs is too costly for most manufacturers of food products or supplements.

7. The Guidelines fail to achieve their purpose of harmonizing the international trade in food supplements because they improperly exempt countries that regulate vitamins and minerals as drugs. Allowing for vitamin and mineral food supplements to be regulated as drugs would not promote or assist in the international harmonization of these products, and nor would it facilitate international trade. This would be contrary to both Codex’s Purpose and its General Principles, as described in the Codex Procedural Manual.”
Conclusion

If Codex delegates say “no” at the CCNFSDU meeting, they have nothing to lose, but much to gain. Even if it is only time that is gained, the initiatives in process by the ANH, the HAN Foundation, the National Health Federation, the International Ayurveda Foundation and others, will provide invaluable information that will allow more informed decisions to be made in the future.

The long-term future of natural healthcare is at risk, unless the regulatory paradigm is changed substantially. The Codex Guidelines on Vitamin Mineral Food Supplements will, as they are presently proposed, work against the maintenance and evolution of natural, non-drug based healthcare systems. 
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