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Proposed maximum levels for the addition of sodium to foods including food
supplements

The accompanying main opinion "Updated recommended maximum levels for the addi-
tion of vitamins and minerals to food supplements and conventional foods" can be
found here: https://www.bfr.bund.de/cm/349/updated-recommended-maximum-levels-for-the-
addition-of-vitamins-and-minerals-to-food-supplements-and-conventional-foods. pdf

1 Results

The German Federal Institute for Risk Assessment (BfR) recommends not to use sodium for
nutritional purposes in food supplements and not to fortify conventional foods with sodium
(Table 1).

However, the addition of sodium to special foods such as carbohydrate-electrolyte solutions
may be useful from a nutritional point of view to compensate for significant losses, e.g. due to
increased sweat losses after intense physical activity. Such products should contain a so-
dium concentration of 1,150 milligrams per litre (mg/L), recommended by the European Food
Safety Authority (EFSA) (Table 1) and - as a prerequisite for a nutrition claim - fulfil the re-
quirements stipulated in Regulation (EU) No 432/2012.

Table 1: Proposed maximum levels

Food category Maximum levels
Food supplements (per daily recommended dose of an individual product) no addition*
Conventional foods (per 100 g) no addition*
Special foods to compensate for increased sodium losses (per L) 1,150 mg
(minimum level: 460 mg)

* for nutritional purposes

2 Rationale

2.1 Tolerable Upper Intake Level’ (UL) and Dietary Reference Value

EFSA (2005) was unable to derive a UL for sodium on the scientific data available (Table 2).
However, it was pointed out that there is a high level of evidence that the amount of table salt
(sodium chloride) currently consumed in Europe increases the risk of high blood pressure in
the population and that high blood pressure is associated with the development of cardiovas-
cular and kidney diseases (EFSA, 2005). For this reason, the D-A-CH Societies?, among oth-
ers, recommended limiting the consumption of table salt to 6 g (corresponding to 2.4 g so-
dium) per day (D-A-CH, 2015).

For sodium, an estimated value for adequate intake was derived, which is 1500 mg/day for
adolescents aged 15 years and older and for adults (D-A-CH, 2015; Table 2).

1 Tolerable Upper Intake Level = Maximum level of total chronic daily intake of a nutrient (from all sources) con-
sidered to be unlikely to pose a risk of adverse health effects to humans.

2 German-Austrian-Swiss Nutrition Societies
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Table 2: Dietary reference values (estimated values for an adequate intake) and UL

Dietary Reference Values UL
Age groups (D-A-CH, 2016) \ (EFSA, 2019) | (EFSA, 2005)
mg/day
Adolescents from 15 years and adults 1,500 2,000 -

2.2 Exposure

According to the second National Food Consumption Survey (NFCS I1), the median sodium
intake of male and female persons aged 14 to 18 years was 3,300 and 2,310 mg/day, re-
spectively, and in men and women > 18 years it ranged from 2,940 to 3,415 mg/day and from
2.220 to 2,460 mg/day, respectively. The 95th consumption percentiles of the 14- to 18-year-
olds were at 5,980 mg/day (m) and 4,430 mg/day (f), respectively. In males and females > 18
years, the 95th percentiles ranged from 4,770 to 6,750 mg/day and from 3,640 to 4,130
mg/day, respectively (MRI, 2008).

2.3 Aspects considered in the derivation of maximum levels for food supplements

Taking into account the supply situation of the German population as well as the health risks
associated with a high intake of sodium or sodium chloride, there is no reason in favour of
the addition of sodium to food supplements for nutritional purposes.

2.4 Aspects considered in the derivation of maximum levels for fortified foods

To the knowledge of the BfR, sodium has so far not been used in Germany to fortify conven-
tional foods. However, beverages manufactured for the purpose of rehydration after intense
physical exercise can be found on the market as so-called "isotonic beverages".

Both, the former Scientific Committee on Food (SCF) of the European Commission (SCF,
2001) and the EFSA NDA Panel (EFSA, 2015), acknowledged the importance of fluid (and
carbohydrate) intake and the role of sodium in maintaining physical performance during en-
durance exercise and in rehydration after intense exercise, and have formulated composi-
tional requirements for carbohydrate-electrolyte solutions: Thus, sodium concentrations be-
tween 20 and 50 millimoles per liter (mmol/L), equivalent to 460 and 1,150 mg/L, were con-
sidered appropriate for increasing the absorption of carbohydrates and fluids in the small in-
testine and for maintaining the extracellular fluid volume (EFSA, 2015).

Furthermore, EFSA (EFSA, 2011a) assessed the substantiation of health claims for carbohy-
drate-electrolyte solutions, and two health claims were approved by the European Commis-
sion in 2012 under Article 13 (1): to maintain endurance performance during prolonged en-
durance training and to improve the absorption of fluids during physical activity. Accordingly,
in order to be eligible to bear one of the two claims, beverages must comply with the follow-
ing conditions in addition to the above-mentioned sodium concentration requirements:
Carbohydrate-electrolyte solutions should contain 80-350 kilocalories per liter (kcal/L) from
carbohydrates, and at least 75 % of the energy should be derived from carbohydrates that
have a significant blood sugar raising effect, such as glucose, glucose polymers and su-
crose. Moreover, these beverages should also have an osmolality of 200-330 Milliosmol per
kilogram (mOsm/kg) water.
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Further information on the BfR website on minerals

Topic page on the assessment of vitamins and minerals in foods:
https://www.bfr.bund.de/en/vitamins_and_minerals-54417.html

Eﬁ?E! "Opinions app" of the BfR
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About the BfR

The German Federal Institute for Risk Assessment (BfR) is a scientifically independent insti-
tution within the portfolio of the Federal Ministry of Food and Agriculture (BMEL) in Germany.
It advises the German federal government and German federal states (“Laender”) on ques-
tions of food, chemical and product safety. The BfR conducts its own research on topics that
are closely linked to its assessment tasks.

This text version is a translation of the original German text which is the only legally binding
version.
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