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Statutory conditions for the export of food supplements to the E.U. and a list of additional sources of information.

Armelle de Saint Sauveur, Moringanews

1. Legal definition of food supplements in Europe

Food supplements are defined under the Directive 2002/46/EC of the European Parliament and of the Council as: “products marketed in the Community as foods containing concentrated

sources of nutrients and presented for supplementing the intake of those nutrients from the normal diet.”
(a)‘food supplements’ means foodstuffs the purpose of which is to supplement the normal diet and which are concentrated sources of nutrients or other substances with a nutritional or physiological effect, alone or in combination, marketed in dose form, namely forms such as capsules, pastilles, tablets, pills and other similar forms, sachets of

powder, ampoules of liquids, drop dispensing bottles, and other similar forms of liquids and powders designed to be taken in measured small unit quantities;

(b) ‘nutrients’ means the following substances:

(i) vitamins,

(ii) minerals.

There is a wide range of nutrients and other ingredients that might be present in food supplements including, but not limited to, vitamins, minerals, amino acids, essential fatty acids, fibre and various plants and herbal extracts.

2. Summary of the European directive dated 10 June 2002
Excessive intake of vitamins and minerals may result in adverse effects and therefore necessitate the setting of maximum safe levels for them in food supplements, as appropriate. Those levels must ensure that the normal use of the products under the instructions of use provided by the manufacturer will be safe for the consumer.

Maximum amounts of vitamins and minerals present in food supplements per daily portion of consumption as recommended by the manufacturer shall be set, taking the following into account:

(a) upper safe levels of vitamins and minerals established by scientific risk assessment based on generally accepted scientific data, taking into account, as appropriate, the varying degrees of sensitivity of different consumer groups;

(b) intake of vitamins and minerals from other dietary sources.

To ensure that significant amounts of vitamins and minerals are present in food supplements, minimum amounts per daily portion of consumption as recommended by the manufacturer shall be set, as appropriate.

The labelling, presentation and advertising must not attribute to food supplements the property of preventing, treating or curing a human disease, or refer to such properties.

The labelling shall bear the following particulars:

(a) the names of the categories of nutrients or substances that characterise the product or an indication of the nature of those nutrients or substances;

(b) the portion of the product recommended for daily consumption;

(c) a warning not to exceed the stated recommended daily dose;

(d) a statement to the effect that food supplements should not be used as a substitute for a varied diet;

(e) a statement to the effect that the products should be stored out of the reach of young children.

3. Procedure for the introduction of a new food product in Europe 

Regulations for food supplements are constantly changing, and information must be periodically updated (it would be wise to obtain information approximately every three months). 

A novel food product is a food or alimentary ingredient that has not been marketed in a significant manner in Europe prior to 1997.

Currently, national regulation coexists with European legislation. The most common approach for the time being to introduce a new food supplement on the market is to file a dossier with the national authority (AFFSA for France, Food Standard Agency for Great Britain), which then refers to the European authority (EFSA). 

Anglo-Saxon law is more open to novelties inasmuch as what is not proven to be dangerous is allowed (for example, 500 products filed and in the process of examination are available on the market so long as nothing has been proved against them). On the contrary, under Latin law, a product is forbidden until it has been proven to be harmless. So, theoretically, it is easier for a new food supplement to reach the market in Great Britain than in France or Spain.

Nevertheless, if the food supplements are sold without allegations concerning its nutritional or health effects, the dossier is far simpler, even in France. To obtain a permit to market a product, it is preferable to present the product as a simple source of proteins, vitamins and minerals, without mentioning the specific effects (reduction of hypertension, diabetes, prevention of some diseases, effect on immunity, etc.).

If Moringa base products were to be introduced as simple food supplements (without nutritional and health allegations), only the safety of use has to be proved (innocuousness, respect of doses). Scientific studies to be furnished are quite simple in that case, and probably already exist (testing on rats, in vitro experiments, etc.).

4. Introduction of a new food supplement in Europe from the UK

The British Food Standard Agency site is very easy to use. For the FSA, food supplements are minerals or vitamins. A product such as the Moringa leaf is considered to be a herbal product. In that section of the site, you must choose between a medicine and food, depending on whether the product includes allegations of health or not. For the food category, the procedure for the introduction of a new product is described, and a form can be downloaded on line.

To find out which regulations apply to a particular herbal product or ingredient, you first need to check which category it falls into. You can do this by reading the guidance and looking at the list in the herbal ingredients section of the Medicines and Healthcare products Regulatory Agency (MHRA) website at the link below.

If your product is a medicine rather than a food:

You should contact the MHRA for guidance if your herbal product/ingredient is medicinal. 

Contact: Borderline Unit, Inspection & Enforcement Division, Medicines and Healthcare Products Regulatory Agency, Market Towers, 1 Nine Elms Lane, London SW8 5NQ; tel: 020 7084 2602 / 2759; fax: 020 7084 2676; email: info@mhra.gsi.gov.uk
If your product falls into the food category:

If the product you are interested in is subject to the provisions of European Union and UK food law, it will be regulated in accordance with its function (e.g. food ingredient or flavouring). 

If it is a food ingredient, evidence of its sale in the EU is a key factor in determining whether a safety assessment before its sale is required. In order for us to advise you as to the status of your product as quickly as possible please email further details of the product to herbals@foodstandards.gsi.gov.uk. 
In addition you should include the following information:

· the name, including the Latin name

· the form in which it is to be consumed (eg extract, dried, concentrate), the intended dose and country of origin

· details of how the product or ingredient is produced

· the intended use (eg food supplement, food ingredient, flavouring)

· details of previous consumption in the EU

You should include details of any safety data you may have.

MHRA herbal ingredient list : 
http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&nodeId=91
Find out whether a herbal product is a food or medicine
Medicines and Healthcare products Regulatory Agency :
http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&nodeId=5
Find out more about the MHRA
The European regulation contains a simplified procedure for products which are considered to be the equivalent of others that are already on the market. For example, if company X introduced the juice of Moringa leaves on the European market, company Y could introduce its Moringa juice more easily by showing that its product is not fundamentally different from the one already marketed. You can download the guidelines for the presentation of data to demonstrate substantial equivalence on the FSA website.
On the FSA site, it is even possible to download forms filled in by companies which have already made the request. As regards Moringa, the form concerning noni juice could be a good example: http://www.food.gov.uk/multimedia/pdfs/noniapplication.pdf
It is important to know that the authorisation obtained is only valid for the type specified (juice, tablets, etc.) and for the requesting company alone. In other words, if that company wants to market the same product in another form, it must make another request.

5. Additional sources of information

· Introducing a novel food supplement in Europe :

http://www.food.gov.uk/foodindustry/herbal/: British Food Standard Agency page on herbal products.
http://vm.cfsan.fda.gov/~dms/supplmnt.html : Food and Drug Administration (USA) page on food supplements.

http://www.efsa.eu.int/science/nda/catindex_en.html: page on novel food products on the European Sanitary Security Agency Website.

http://www.afssa.fr/: Website of the Fench Agency for Food Sanitary Security 
· Statutory conditions for production and export of organic products 


http://www.eatwell.gov.uk/foodlabels/labellingterms/organic/
http://www.defra.gov.uk/farm/organic/default.htm
http://www.fao.org/documents/show_cdr.asp?url_file=/DOCREP/004/Y1669F/y1669f04.htm
http://biogassendi.ifrance.com/biogassendi/reglesbio.htm
http://www.ecocert.fr/dyn/?MIval=PageAccueil&lg=fr
· Advice and information on production and export of fruit and vegetables 
http://www.coleacp.org/FO_Internet/en/welcome.html
The COLEACP is an inter-professional association of exporters, importers and other stakeholders of the EU-ACP horticultural trade.
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