
 

New Court Ruling on Vitamins and Minerals in Food Supplements in France 

Synopsis of CRN’s Views of the EC Court Decision 

On April 29, 2010, an EC Court (Third Chamber) published its review of a French 
Court’s decision on maximum amounts of vitamins and minerals in food supplements. 
CRN considers the new decision to be uneven and overall harmful, although certain 
issues were treated logically and fairly. 

CRN considers the Court’s decision to be appropriate (Question 1) to permit Member 
States to enact their own requirements for maximums even though the European 
Commission has not yet published maximum values, if those values are identified 
through the letter and spirit of the Food Supplements Directive.  We find the decision 
to be within the letter, but not always within the spirit, of that Directive. 

CRN is pleased that the Court determined (Question 2(a)) that the risk assessment 
procedure specified in Article 5 of the FSD applies to actions taken independently by 
the Member States while the European Commission has not yet set the values. 

CRN is concerned (Question 2(b)) that some Member States will judge the data on 
intakes from other sources to be highly unreliable in order to limit the amounts in food 
supplements to zero without genuine scientific justification. 

CRN believes the Court’s correctly prohibited (Question 2(c)) the application of 
maximums for children to all population groups, but permitted manufacturers to use 
labeling to instruct consumption of a product by the appropriate group. 

CRN is highly concerned (Question 2(d)) that maximums for substances with no known 
adverse effects will be set arbitrarily and unnecessarily low because there is no official 
risk assessment value (no UL).  The Court, of course, reacted to the FSD as it was 
written in 2002, and did not consider that a procedure for eradicating the problem of 
the absence of a UL was published in the 2006 FAO/WHO report on nutrient risk 
assessment.  The FAO/WHO report defines a Highest Observed Intake (with sufficient 
data to exclude adverse effects) to be used for nutrients with no observed adverse 
effects.  For example, in the absence of a UL for vitamin B-12, France has established 
on a strictly political basis a maximum of 3 micrograms in supplements and required 
higher potency products to be regulated as drugs and sold only through pharmacists.  
Conversely, the United Kingdom identified a “guidance level” analogous to the Highest 



Observed Intake of 2,000 micrograms using a scientific risk assessment as prescribed 
by the FSD.  However, the Court’s multiple acknowledgements of the precautionary 
principle could encourage some Member States to exaggerate uncertainty or refuse to 
identify an HOI in order to set unjustifiably low maximums and thwart the spirit of the 
FSD. 

 



 

The Court Decision 

On April 29, the Third Chamber published its ruling on an law suit against the French 
regulatory authorities.  The French Counsel d’Etat made a preliminary ruling, and the 
plaintiffs asked the European Court of Justice to decide the issues.  The link below 
describes basis of the suit and the European Third Chamber’s ruling.   

http://curia.europa.eu/jurisp/cgi-bin/gettext.pl?where=&lang=en&num=79899570C19080446&doc=T&ouvert=T&seance=ARRET 

CRN has evaluated the published opinion.  We have provided comments about the 
specific decision and describe the implications for the industry: 

The Third Chamber’s published opinion reviewed the legal context, including the 
questions it would address, and gave its opinion on these issues. 

The context of the questions was whether the French court had made decisions that 
were not permitted under Articles 5, 11, and 12 of the Directive 2002/47/EC (The Food 
Supplements Directive, FSD).  The court reviewed the requirements stipulated by the 
FSD, identified the specific questions, and provided answers.  In particular, the court 
provided the entire text of Article 5 of the FSD, which describes the permitted 
approach to setting maximum amounts of vitamins and minerals in food supplements.  
The FSD was published in 2002, but the European Commission has not yet published 
specific maximum values to be enforced under Article 5.  Articles 11 and 12 describe 
the permitted implementation and scope of application. 

Questions Addressed by the Court: 

The Third Chamber addressed two main questions, including the four subparts of the 
second. 

Question 1 (paraphrased):  

• Are the Member States entitled to adopt legislation in this field so long as the 
Commission has not adopted the final Community measure? 

Question 2 (paraphrased): 

• If Question 1 is answered in the affirmative: 
(a) In setting maximum amounts, are the Member States required to comply 

with Article 5 of the FSD and establish maximums through risk assessment? 
(b) If it is impossible to identify the likely intake to use in calculation of the 

maximum due to extreme variation of the amounts from other sources, may 
it set the amount in supplement at or near zero?  (Fluoride was used as the 
example.)  

(c) Can consideration of differences in sensitivity be used to establish 
maximums for the entire population restrictive enough to protect the most 
sensitive groups? Or can labeling be use to direct consumption and assure 
safety? (For example, can maximums for adults be set low enough protect 



children? Or can labeling be depended upon to protect children from adult 
products?) 

(d) For nutrients with no established safe levels (no UL have been set), to what 
extent can the maximum levels be influenced by the lack of evidence of any 
adverse effect?   

Answers by the Court 

To Question 1:  

Yes, in general, the Member States may proceed develop and enforce their own 
legislation on maximums for vitamins and minerals in food supplement so long as the 
European Commission has not laid down those values. 

To Question 2: 

(a) The Member States must be guided by Articles 5(1) and (2) of the FSD, i..e., they 
must identify the maximums through risk assessment, with other criteria as 
specified in Article 5. 

(b) For a vitamin and mineral for which the data do not provide a reliable estimate of 
the amounts from other sources and therefore the total intake is impossible to 
calculate, the Member States may set the maximum for food supplements as low as 
zero. 

(c) After consideration of the varying sensitivity of various population subgroups, the 
Member States may not set the maximum for the general population so low as to 
protect all population groups, but instead should use labeling guidance to instruct 
proper use.  For example, a product formulated at the maximum for the adult 
population should specify that the product is not to be consumed by children. 

(d) For vitamins and minerals for which no adverse effects are known, the Member 
States are entitled to set maximums and may employ the precautionary principle in 
identifying the values. 

 


