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European Federation of Associations of Health Food Products Manufacturers

EHPM

Comments on draft Belgium Legislation on maximum levels for Vitamins and Minerals
Listed below are EHPM’s comments on TRIS Notification 2016/615/B (Belgium). EHPM was created in 1975 and represents approximately 1,750 health-product manufacturers in 14 European countries. Through our member associations, we aim to provide consumers with safe, science-based, high quality products as well as accurate and helpful information about their nutritional value and use. Over 90% of the companies that are members of EHPM through our national associations are SMEs.
Recent Jurisprudence & Proposed Levels
EHPM considers that the ECJ judgement
 on Case C-672/15 (“Noria”) issued on 27 April 2017 has to be taken into account by not only the Belgian proposal to revise its maximum levels but also in all future regulatory activity by Member States in the area of maximum levels. The Belgian proposal was notified before the Noria judgement emerged so the Belgian authoritities would not have been in a position to factor the findings of this case into their drafting. 

The key point from the Noria judgement from an EHPM perspective was that while it confirms that national governments are free to set levels in the absence of EU harmonisation, a clear scientific and robust basis that takes into account recent international scientific opinions  is needed to justify any levels established – see point 3 of the judement below:
“The provisions of Directive 2002/46 and those of the TFEU relating to the free movement of goods must be interpreted as precluding that the scientific assessment of the risks referred to in Article 5(1)(a) of that directive, prior to the establishment of upper safe limits which must in particular be taken into account in order to set the maximum amounts referred to in Article 5 thereof, be carried out solely on the basis of national scientific opinions, even though recent international scientific opinions concluding in favour of the possibility of setting higher limits are also available on the date of the adoption of the measure at issue.”
In this context, EHPM feels that adjustments are needed to some of the levels proposed in order for these levels to reflect recent scientific analysis and also levels applied widely in other EU Member States without any history of adverse effects. The table below looks at the levels proposed in the Belgian law, compares it with scientific opinions adopted by the European Food Safety Authority for example. The table shows a clear divergence between the levels proposed and leading scientific analysis on safety. A column with EHPM’s suggested level is also included.
	Vitamin or Mineral
	Proposed Level
	EHPM
Suggestion
	Justification

	Niacin (nicotinamide) (mg) (vitamin B3)
	54 
	820 
	The current proposal is an improvement of the original proposal of 10mg but is still excessively low particularly given that the Scientific Committee on Food approved an Upper Tolerable Level (UTL) of 900mg
.

	Niacin (nicotinic acid and inositol hexaniacinate ) (mg) (vitamin B3)
	0
	10
	The proposal notified through TRIS would ban the use of nicotinic acid and inositol hexaniacinate despite its approval under the Food Supplements Directive.EHPM understand that the authorities are now considering setting a level of 10mg which when formally confirmed would be supported by EHPM.


	Vitamin B6 (pyridoxine) (mg)
	6
	25
	The proposal is inconsistent with the UTL set by EFSA of 25mg. It is unclear what the scientific basis for the low level proposed is and clarification should be provided on this.
 

	Vitamin C (L-ascorbic acid) (mg)
	1000
	1750
	EFSA has not established UTL  because of limited data but has confirmed that daily doses of vitamin C up to about 1000mg in addition to normal dietary intakes are not associated with adverse gastrointestinal effects, but that acute

gastrointestinal effects may occur at higher intakes (3-4 g/day)
. Internationally the US FNB have approved a dosage of 2000mg
. 

	Vitamin E (alfa-tocopherol equivalents) (mg)
	39
	300
	The proposal is inconsistent with the UTL set by EFSA of 300mg
. Furthermore, the SC considered that the current estimated intakes from food and supplements, including the 97.5th percentile, in the population

are generally well below the UL. It is unclear what the scientific basis for the low level proposed is and clarification should be provided on this.



	Vitamin K (phytomenadione equivalents) (µg)
	210 
	600
	The UK expert Group on Vitamins and Minerals (EVM) indicates 1000µg as a maximum daily level for food supplements
. Qualitative assessment of SCF Opinions (and other authoritative reports) show

no adverse effects in healthy individuals associated with high intakes of vitamin K
.

The level proposed here is significantly lower and it is not clear what risk this low level is intended to mitigate.  

	Manganese (mg)
	1
	5.5
	A level of 5.5mg has been in place in Belgium for 25 years with no adverse effects report. It is therefore unclear what the basis is for the proposed reductions. In Italy, for example there is a longstanding maximum level of 10mg in place.

	Selenium (µg)
	105
	200
	The proposal is inconsistent with the UTL set by EFSA of 300µg for adults
. This value covers selenium intake from all sources of

food, including supplements. It is unclear what the scientific basis for the low level proposed is and clarification should be provided on this.

	Zinc (mg)
	22.5
	25
	The current proposal is an improvement of the original proposal 10mg but EHPM would still suggest a level consistent with the UTL of 25mg recommended by EFSA
. 


EHPM Suggested Changes to Warning Statements
Article 6 of the draft Royal Decree proposes warning statements in the label for specific nutrients and specific dosages. EHPM questions whether these warnings are based on sufficient scientific evidence and whether they are necessary for safe supplemental use, specifically:
· Vitamin K: The draft Royal Decree proposed warning states: “foodstuffs containing a daily dose of vitamin K exceeding 25 μg should display the following warning: ‘Not suitable for people taking coumarin anticoagulants.’” EHPM considers that this warning is only relevant for vitamin K2, at all dosages. Research suggests that coumarin inhibits the K2-dependent MGP protein system that keeps calcium out of arterial walls. Thus, vitamin K and coumarin interaction may actually encourage cardiovascular calcification as an adverse side effect. However, the combination of vitamin K2 with coumarin anticoagulants is not always a problem
 so, the best approach would be to simply suggest ‘People taking coumarin anticoagulants should consult a health professional before taking the supplement’.
· Potassium: The draft Royal Decree proposed warning states: “foodstuffs containing a daily dose of potassium of at least 1000 mg should display the following warning: ‘Not suitable for elderly people or people with a renal disorder, insulin-resistant diabetes or people with arterial hypertension’”. It is not clear what the scientific basis for suggesting this warning is and this should be clarified with the Belgian authorities particularly given that EFSA consider that a potassium intake of 3500mg can have a beneficial effect
.  
· Zinc: The draft Royal Decree proposed warning states “foodstuffs containing a daily dose of zinc exceeding 10 mg should display the following warning: ‘The intake of zinc should be limited to a period of a few weeks/months.’” The EFSA SCF noted in its document “Tolerable Upper Intake Levels for Vitamins and Minerals”
  an absence of any adverse effects on a wide range of indicators of copper status at an intake of 50 mg/day (NOAEL) and recommended a UL of 25 mg/day (*see page 199 of the EFSA SCF document). It should also be noted that there is a long history of supplements being sold at a dosage of 15mg/day in countries like Italy for example. It is not clear what the scientific basis for the proposal warning is and this should be clarified with the Belgian authorities. 
General Comments

EHPM would like to emphasise that all the nutrients covered in the draft proposal have authorized health claims in Regulation (EU) No 432/2012
 without specific restrictions of use and/or additional statements or warnings.
EHPM acknowledges that the proposal is a significant improvement on the current levels permitted in Belgium and our Belgian federation NAREDI has supported the work of the authorities in bringing forward this proposal as it would significantly  improve the current situation for Belgian companies. On the whole, EHPM’s membership feels that it is nevertheless important to request that changes be made to the proposal to ensure the level established are consistent with leading scientific consensus and ECJ case law. 
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