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ABOUT THE NATIONAL HEALTH FEDERATION

Established in 1955, the National Health Federation is an international consumer-education, health-freedom organization working to protect individuals' rights to choose to consume healthy food, take supplements, and use alternative therapies without government restrictions. With consumer members all over the world, and a Board of Governors and Advisory Board containing representatives from 6 different countries, the Federation is unique as being the only consumer health-freedom organization in the world to enjoy official observer status at meetings of the Codex Alimentarius Commission, the highest international body on food standards. Based in Monrovia, California, the Federation is increasingly being recognized as a notable international authority on natural health related issues. 
Tolerable upper intake levels (ULs)

The National Health Federation believes that the Opinions of the Scientific Committee on Food (SCF) regarding the tolerable upper intake levels (ULs) for vitamins and minerals are, in most cases, highly flawed. 

A particularly serious problem with the SCF’s Opinions, for example, is that they were based upon the assessment of entire nutrient groups (e.g. vitamin D, vitamin E, calcium, zinc or iron), as opposed to individual nutrient forms (eg vitamin D3, gamma-tocopherol, calcium hydroxyapatite, zinc sulphate or iron bisglycinate). As such, the SCF’s ULs do not take into account the fact that the supposed “risks” from consuming a particular vitamin or a mineral are highly dependent upon the chemical form in which it is presented. 

For example, ferrous sulphate, commonly prescribed by medical doctors to treat anaemia, is generally recognized as the most toxic form of iron, and can potentially cause a number of unpleasant side effects, including gastro-intestinal discomfort and nausea. However, iron bisglycinate, the form widely recommended by clinical nutritionists and nutritional therapists is a far gentler form of iron, and does not share the unpleasant the side effects of its relatively more toxic cousin. 

Similarly, magnesium hydroxide can cause diarrhoea in some people, whilst other forms of this mineral, such as magnesium gluconate, are less likely to cause this problem. 

Likewise, vitamin C, when taken as ascorbic acid, is well-known for its potential to cause looseness of the bowels when taken in very high doses. However, this side-effect does not occur when vitamin C is taken as calcium ascorbate. 

As such, when setting one single upper safe level for all forms of iron, one single upper safe level for all forms of magnesium, one single upper safe level for all forms of vitamin C, and so on, the upper safe level for each nutrient source is essentially determined by the toxicity profile of the “least safe” member of the nutrient group to which it belongs. In other words, the upper safe level for ferrous sulphate will also be applied to iron bisglycinate, the upper safe level for magnesium hydroxide will also be applied to magnesium gluconate, the upper safe level for ascorbic acid will also be applied to calcium ascorbate, and so on. 

Whilst the “nutrient group” approach is clearly convenient for the regulator, since only one risk assessment needs to be conducted for each nutrient group, it very unfairly discriminates against those nutrients that are not only safer, but are usually both more beneficial and popular with consumers of supplements. Moreover, the nutrient group approach to risk assessment is scientifically irrational, and, if utilised in setting maximum levels at the European level, would ultimately prevent consumer access to safe and beneficial levels of a wide range of nutrients.

A more scientifically rational methodology for nutrient risk assessment, in our opinion, would be to treat each individual nutrient form (e.g. ferrous sulphate, iron bisglycinate, magnesium hydroxide, magnesium gluconate, ascorbic acid, calcium ascorbate, etc) as an individual chemical entity, and to set a separate upper safe level for each. The “nutrient form” approach is essentially the same approach that risk assessment scientists already take when examining toxins, such as pesticides, herbicides and so on, where each individual substance is treated as a separate chemical entity. 

Additional problems with the SCF’s Opinions include the fact that they ignore the health benefits of nutrients and concentrate solely upon the assessment of their supposed risks; the fact that some of the studies cited as evidence are highly flawed - a particularly notable example of this being the Dalton and Dalton (1987) study that is cited as supposed evidence that a daily dose of 50 mg of vitamin B6 causes adverse neurological symptoms; and the fact that arbitrary uncertainty factors were applied in the calculation of the ULs. 

The above criticisms also apply to the ULs set by other scientific bodies, such as the UK Expert Group on Vitamins and Minerals (EVM) and the US Institute of Medicine (IOM). As such, and for the reasons described above, we disagree with the Commission’s claim that the use of current ULs set by these bodies would be a reasonable and practical solution to the setting of ULs at the European level. 

Establishment of specific maximum amounts for all nutrients

In our opinion, it is neither necessary nor appropriate to set maximum amounts for nutrients that have an extremely low or non-existent toxicity even at high doses of intakes. As such, we agree with the Commission that any decision to establish maximum amounts for these nutrients would be disproportionate and possibly challengeable in front of the Court. Indeed, although we would find it highly regrettable for such a challenge to have to be brought, we would have no hesitation in supporting such action should there be no viable alternative. 

In addition, we also agree with the Commission’s opinion that the establishment of maximum amounts for all the nutrients listed in the Annexes of the Community measures on the basis of the precautionary principle would be a straightforward misinterpretation of that principle. Moreover, whilst we would accept that a lack of evidence of adverse effects should not be taken as proof of absence, we would argue that it is indeed evidence of absence and should remain as such until proven otherwise. 

However, we would not support labelling provisions for nutrients for which there is no indication of adverse effects even at high levels of consumption. As we see it, when there is no evidence of harm it would be misleading consumers to print warnings on labels. 

We would, however, be supportive of proposals to be able to go above the maximum amounts that may have been established if any adverse effects that would result are minor and reversible. For example, vitamin C in its ascorbic acid form is well known to cause a looseness of the bowels at very high doses. Clearly, however, in the event of a consumer experiencing this problem, all that is needed is for he or she to reduce the dose or cease taking the supplement. In our opinion, therefore, the inclusion of appropriate labelling to inform consumers of the possibility of adverse effects arising would be a sensible and appropriate risk management solution that would allow producers to go above the maximum amounts that may have been established if any adverse effects that would result are minor and reversible.

Finally, we are supportive of the Commission’s suggestion that not to establish maximum amounts for nutrients for which there are no evident safety concerns would be in line with the principles of better regulation. Indeed, our position has always been, and remains, that there is no evidence that any vitamin and mineral supplement currently on sale anywhere in Europe is, or ever has been, harmful to consumers when taken according to the labelling instructions. As such, we propose that, rather than looking for agreement on the nutrients for which setting maximum levels could be waived, Member States and the Commission should instead look for agreement regarding those nutrients for which maximum levels should be set.  

Intake data

In our opinion, it is unscientific to assume that data derived from national dietary surveys is applicable to the entire half-billion population of the European Union. As such, given that the Food Supplements Directive requires nutrient intakes from the various dietary sources to be taken into account when establishing the maximum amounts for vitamins and minerals in foods, we consider that until such time as EFSA is in a position to be able to provide overall European Union data, it would be inappropriate to proceed any further with this issue. 

In addition, we would also wish to express our concern that what little national data is available is mostly based upon cross-sectional national surveys consisting of weighed intake records collected, in some cases, for as little as four to seven days. Such data are notoriously unreliable, and depend for their accuracy upon the diligence of the participants. In addition, and to correct the oft-heard adage, we are not what we eat, but what we absorb. The efficiency of people’s digestive systems varies widely, and, as such, it is ultimately futile to compile information on intakes of nutrients and assume that the participants all absorb them equally efficiently.

Moreover, food composition tables, such as ‘McCance and Widdowson’s The Composition of Foods’, show that the nutrient content of foods in the UK has declined precipitously over the past 60 years or so.



 This phenomenon is not unique to the UK however, as similar data is available regarding the nutrient content of foods in the United States,



 Canada

 and Germany, amongst others. As such, any decisions taken based upon assumed current intakes of vitamins and minerals are likely to be increasingly inaccurate with the passage of time unless the aforesaid decline in the nutrient content of foods can be brought to an end.
Finally, available information on intakes of vitamins and minerals does not take account of biochemical individuality. Every individual is genetically unique, and this also applies to his or her need for nutrients. As such, setting maximum amounts for vitamins and minerals in this way prevents consumers from addressing their own individual needs. 

Recommended Daily Allowances/Reference Intakes (RDAs/PRIs)

We are strongly opposed to the establishment of maximum amounts for vitamins and minerals that are based on or limited to multiple(s) of the RDAs/PRIs. 

Moreover, PRIs/RDAs should not be used to categorise nutrients on the basis of their risk of exceeding the upper levels, as they were never intended for this purpose. Current PRIs/RDAs were compiled - badly in our opinion - to address needs, not safety.

Population groups

Every individual is genetically unique, and this also applies to his or her need for nutrients. Scientific evidence has shown, for example, that some people have genetic needs for some vitamins that are well in excess of the current PRIs/RDAs.
 In fact, and as this evidence shows, it is now known that a considerable percentage of the population carry genetic mutations of one sort or another. As such, the question that most urgently needs to be addressed in any attempt to set maximum levels is not so much “are high dose vitamins safe?” as “for many people, are RDA-only vitamin levels safe?”.
Given this evidence, we strongly believe that setting maximum amounts for vitamins and minerals has the potential to prevent some consumers from addressing their individual nutritional requirements.  Bearing in mind the obvious questions that then arise as to the morality and legality of depriving such people of the levels of nutrients that they need to sustain their health, we strongly recommend that any UK regulatory action in this area should largely centre around the provision of labelling information, on the grounds that a “one-size-fits-all” approach to nutrition is demonstrably flawed. 

Maximum amounts for food supplements and fortified foods

We disagree, and indeed are disappointed, with the European Commission’s suggestion that decisions regarding maximum amounts for food supplements and fortified foods will have to be based not only on scientific grounds but will also have to take into account current market practices. Bearing in mind, therefore, the Commission’s recognition that any decision to establish maximum amounts for nutrients that have an extremely low or non-existent toxicity could possibly be challengeable in front of the Court, we believe that this could possibly also be the case for any maximum amounts set that do not stand up to scientific scrutiny. As such, and as stated earlier, although we would find it highly regrettable for such a legal challenge to have to be brought, we would have no hesitation in supporting such action should there be no viable alternative. 

Establishment of minimum amounts for food supplements and other foodstuffs

In our opinion, setting minimum amounts of vitamins and/or minerals for food supplements and other foodstuffs serves no useful purpose. However, we would agree that minimum amounts could be set in terms of the significant amount required to be present for a claim and/or declaration of the nutrient in nutrition labelling. 

Moreover, restrictions upon the minimum level of each nutrient contained in a vitamin and mineral supplement are impractical in the case of some minerals because of the limitations of tablet/capsule size. If the Commission were to insist upon a uniform minimum percentage level for each nutrient contained in a vitamin and mineral supplement, some manufacturers might choose to not include some important minerals in their multivitamin/mineral products on the grounds that tablets/capsules containing them would be difficult to swallow (and hence difficult to sell). Such an eventuality would not be in the best interests of public health or consumer safety.

In fact, by mandating any minimum levels of vitamins and minerals, the Commission would be jeopardizing the health of consumers because: (a) manufacturers will in many instances have to replace the small additional vitamins and minerals that would have been added to a capsule or tablet with useless inert fillers and excipients; and (b) minimum levels will prohibit those special formulations that make synergistic use of vitamins and minerals in smaller-than-minimum-level amounts.

The smarter and more pragmatic approach would therefore be to simply prohibit any claims for those vitamins and minerals present in amounts below the threshold minimum level.   
















� McCance and Widdowson. 1940 1st Edition. “The Chemical Composition of Foods”. Published by Medical Research Council: Special Report Series No: 235.





� McCance and Widdowson. 1978 4th Edition. “Composition of Foods”. Published by Medical Research Council/HMSO.





� McCance and Widdowson 1991 5th Edition. “The Composition of Foods”. Published by RSC/MAFF.





� Meat and diary: where have all the minerals gone? Food Magazine 72, pub. by The Food Commission, UK. Jan/Mar 2006. � HYPERLINK "http://www.foodcomm.org.uk/PDF%20files/meat_dairy2.pdf" ��http://www.foodcomm.org.uk/PDF%20files/meat_dairy2.pdf� 





� Composition of Foods (Raw, Processed, Prepared): Agriculture Handbook No. 8. USDA Agricultural Research Service. 1963.





� U.S. Department of Agriculture, Agricultural Research Service. 2005. USDA National Nutrient Database for Standard Reference, Release 18. Nutrient Data Laboratory Home Page. � HYPERLINK "http://www.nal.usda.gov/fnic/foodcomp" ��http://www.nal.usda.gov/fnic/foodcomp�





� Vegetables Without Vitamins. Life Extension magazine, March 2001. � HYPERLINK "http://www.lef.org/magazine/mag2001/mar2001_report_vegetables.html" ��http://www.lef.org/magazine/mag2001/mar2001_report_vegetables.html� 





� Changes in USDA Food Composition Data for 43 Garden Crops, 1950 to 1999. Donald R. Davis, PhD, FACN,  Melvin D. Epp, PhD and  Hugh D. Riordan, MD. Journal of the American College of Nutrition, Vol. 23, No. 6, 669-682 (2004). � HYPERLINK "http://www.jacn.org/cgi/content/abstract/23/6/669" ��http://www.jacn.org/cgi/content/abstract/23/6/669� 





� Nutrient Changes in Vegetables and Fruits, 1951 to 1999. Compiled by Jeffrey Christian. � HYPERLINK "http://www.ctv.ca/servlet/ArticleNews/story/CTVNews/20020705/favaro_nutrients_chart_020705" ��http://www.ctv.ca/servlet/ArticleNews/story/CTVNews/20020705/favaro_nutrients_chart_020705� 





� Apparent Nutrient Changes in Government Data for a Selection of Fruits & Vegetables: 1951 vs 1999. L. A. Piché PhD RD, Associate Professor, Nutrition Program, Brescia University College. � HYPERLINK "http://www.ctv.ca/servlet/ArticleNews/story/CTVNews/20020705/favaro_nutrients_analysis_020705?s_name=&no_ads" ��http://www.ctv.ca/servlet/ArticleNews/story/CTVNews/20020705/favaro_nutrients_analysis_020705?s_name=&no_ads�= 


� Ames BN, Elson-Schwab I, Silver EA. High-dose vitamin therapy stimulates variant enzymes with decreased coenzyme binding affinity (increased Km): relevance to genetic disease and polymorphisms. Am J Clin Nutr, 2002, 75:616-58. � HYPERLINK "http://www.ajcn.org/cgi/content/full/75/4/616" ��http://www.ajcn.org/cgi/content/full/75/4/616�





PAGE  
8

