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PROPOSAL FOR AN AMENDMENT TO REGULATION NO. 247 OF 26 FEBRUARY 2010 

CONCERNING THE ADDITION OF VITAMINS, MINERALS AND CERTAIN OTHER SUBSTANCES TO 

FOODSTUFFS  

 

SUBMISSION BY ENERGY DRINKS EUROPE 

EXECUTIVE SUMMARY  

1. Energy Drinks Europe (EDE) is the representative association of European energy drinks producers. It 

promotes evidence- based policies and meaningful industry commitments. These include policies to 

ensure that energy drinks are not targeted to children and that they are consumed in moderation.  

2. Energy drinks are non-alcoholic beverages, which contain about the same amount of caffeine (80 mg 

per 250 ml) as a cup of home-made coffee, and the same amount of sugar as a same sized orange 

juice (11g per 100 ml).  

3. Energy drinks have been safely consumed and enjoyed by consumers worldwide for more than 30 

years. The safety of their key ingredients has been assessed and confirmed by European risk 

assessment institutions, including the Norwegian Scientific Committee for Food Safety 

(Vitenskapskomiteen for mattrygghet, VKM)1,2, and the European Food Safety Authority (EFSA), and 

by many other health authorities around the world. Recent risk assessment of EFSA3 confirms again 

the safety of energy drinks and therefore does not provide any justification to treat energy drinks 

differently than coffee, tea or other caffeine containing soft drinks.  

EFSA has further confirmed that the main contributors to daily caffeine intake in all age groups are 

tea, coffee, chocolate and other non-alcoholic beverages3. 

4. According to VKM, “the main sources of caffeine in the diet include coffee, tea, caffeinated soft drinks 

(including energy drinks) and chocolate”2. 

5. Despite their recent category growth, energy drinks are still a niche category of beverages, 

representing only 1 % of the total non-alcoholic beverages market in Norway4. 

6. In their Code of Practice for the Marketing and Labelling of Energy Drinks5, EDE members have 

committed to the highest standards for responsible labelling, marketing and consumer information, 

which go beyond regulatory requirements. Packages with a net content of 250 ml are positioned as 

the main selling proposition for individual consumption (which equals 80 mg caffeine in a typical 250 

ml can). This amount is sufficient to provide consumers with a functional benefit6.  

7. The Norwegian draft for an amendment to regulation N° 247 of 26 February 2010 concerning the 

addition of vitamins, minerals and certain other substances to foodstuffs (“Utkast til forskrift om 

endring i forskrift om tilsetning av vitaminer, mineraler og visse andre stoffer til næringsmidler”, 

hereinafter the “Draft”) inter alia proposes a labelling requirement that extends beyond the 

European Union’s labelling requirements and constitutes a barrier to the free movement of goods. 

                                                           

 

1 https://vkm.no/english/riskassessments/allpublications/newinformationoningredientsinenergydrinksupdatedriskassessment.4.72c3261615e0 

  9f2472f4957e.html 

2 VKM. (2015) Risk assessment of "other substances" – Caffeine. Opinion of the Panel on Food Additives, Flavourings, Processing Aids, Materials 

  in Contact with Food and Cosmetics of the Norwegian Scientific Committee for Food Safety, ISBN: 978-82-8259180-5, Oslo, Norway. 

3  EFSA Fact Sheet Caffeine: 

   http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/efsaexplainscaffeine150527.pdf  

4 GlobalData Beverage Forecasts 2017 

5 http://www.energydrinkseurope.org/wp-content/uploads/2015/01/FINAL_EDE-Code-of-Practice_clean_250914.pdf  

6 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA); Scientific Opinion on the substantiation of health claims related to caffeine and 

  increased fat oxidation leading to a reduction in body fat mass (ID 735, 1484), increased energy expenditure leading to a reduction in body 

  weight (ID 1487), increased alertness (ID 736, 1101, 1187, 1485, 1491, 2063, 2103) and increased attention (ID 736, 1485, 1491, 2375) 

  pursuant to Article 13(1) of Regulation (EC) No 1924/2006. EFSA Journal 2011; 9(4):2054. [29 pp.].  
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The Draft does not provide for a justification on legal or scientific grounds for this deviation from the 

harmonized labelling framework and from Norway’s obligations resulting from the EEA agreement. 

8. A labelling requirement as proposed in the Draft that targets only a specific group of products without 

a scientific and legal basis is discriminatory and market distorting without achieving the draft’s 

purpose. 

9. The term “Energy Drink” is not defined under the Norwegian legal framework. Its use in the Draft for 

an amendment to regulation N° 247 of 26 February 2010 concerning the addition of vitamins, 

minerals and certain other substances to foodstuffs (“Utkast til forskrift om endring i forskrift om 

tilsetning av vitaminer, mineraler og visse andre stoffer til næringsmidler”, hereinafter the “Draft”) 

does not provide a legal differentiation between beverage categories and the scope of the draft 

remains unclear. The term shall be deleted. 

10. Excessive financial and operational burden on businesses shall be avoided where no scientific or legal 

justification is given. 

11. The principle of proportionality and regard for resource use in administration makes it necessary to 

ensure efficient, fact based and executable measures that enable food manufacturers to operate in 

a time and cost efficient manner. The approval and notification of products, maintaining the positive 

list and the transition period as proposed in the Draft shall be adjusted accordingly.  

THE PROPOSAL OF AN ADDITIONAL LABELLING REQUIREMENT ON CAFFEINATED ENERGY DRINKS AND 

BEVERAGES 

Appendix III to the Draft proposes to introduce a labelling requirement (“Daily intake of 400 mg caffeine 

from all sources should not be exceeded.”) extending beyond the EU regulation’s requirements.  

Regulation (EU) 1169/2011 has been fully transposed to the Norwegian legal system. Art 38 et seq. 

stipulate precise conditions for deviations from the European Union’s harmonised labelling provisions: 

Additional national regulations shall only be allowed if the majority of consumers attribute significant 

importance to the information and only in the case of well-founded arguments. The purpose of these 

provisions is to prevent any obstacle to the free movement of goods. 

The Draft includes no explanation as to the necessity of this labelling requirement and lacks a detailed 

assessment as to the applicability of Art 38 et seq. and the possibility to derogate from Regulation (EU) 

1169/2011 on the grounds of consumer protection or public health.  

 

The European Food Safety Authority (EFSA) confirmed in its scientific opinions3, Fehler! Textmarke nicht definiert. that 

caffeine from all sources, including energy drinks, is safe and that caffeine in combination with other 

typical constituents of energy drinks is safe. EFSA findings include the following: 

• Intakes up to 400 mg per day consumed throughout the day do not raise safety concerns for 

healthy adults in the general population.  

• Single doses of caffeine up to 200 mg – about 3 mg per kilogram of body weight (mg/kg bw) for 

a 70 kg adult – from all sources do not raise safety concerns for the general healthy adult 

population.  

• The single doses of caffeine of no concern derived for adults (3 mg/kg bw per day) may also be 

applied to children, because the rate at which children and adolescents process caffeine is at 

least that of adults. Studies available on the acute effects of caffeine on anxiety and behaviour 

in children and adolescents support this level. A safety level of 3 mg/kg bw per day is also 

proposed for habitual caffeine consumption by children and adolescents.   

• Consumption of other constituents of energy drinks (i.e. other than caffeine) at concentrations 

commonly present in such beverages would not affect the safety of single doses of caffeine up 

to 200 mg. 

In addition to the scientific opinion of EFSA, it is worth mentioning the following: 

Energy drinks are currently sold in more than 170 countries because health authorities around the world, 

including the VKM and the EFSA, have repeatedly confirmed the safety of energy drinks and their 
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ingredients. Despite their recent category growth, energy drinks are still a niche category of beverages, 

representing only 1 % of the total non-alcoholic beverages market in Norway4. 

A typical 250 ml can of energy drink contains 80 mg of caffeine, which is the equivalent of a cup of home-

brewed coffee. To put this in context, some coffee house coffees can contain five times more caffeine 

(over 400 mg) in a single serve.  

EFSA confirmed that the main contributors to daily caffeine intake in all age groups are tea, coffee, 

chocolate and other non-alcoholic beverages3, which is in alignment with findings by VKM2. 

In addition, the proposed additional labelling requirement is meaningless for consumers, because 

products based on tea and coffee do not have to indicate the caffeine content on their labels, therefore 

depriving consumers of a context in which to interpret the additional statement even if only required for 

energy drinks. 

In consideration of the above, it has to be highlighted that additional labelling requirements result in 

considerable financial and operational burden for food manufacturers. Additionally, manufacturers 

intend to produce labels for several countries to avoid unnecessary impacts on the environment. 

Introducing national measures will further complicate this.  

A labelling requirement only applicable to specific caffeine containing product categories discriminates 

these categories without achieving the purpose of the Draft, yet imposing competition-distorting 

elements. 

 

SCOPE AND DEFINITION OF FOOD CATEGORIES 

In its section 7, the Draft proposes the addition of “other substances” to food, including food supplements, 

as mentioned in Appendix III. According to Appendix III, caffeine and other substances may be added to 

“Energy drinks and other water based non-alcoholic carbonated and non-carbonated beverages with 

added caffeine amount above 15 mg/100 ml”. 

Due to the lack of a definition of the category “Energy drinks”, the use of the term is inadequate in a legal 

context. The Draft fails to provide for legal clarity and scope. Thus, the term does not differentiate 

between beverage categories and shall be deleted. Additionally, the Draft does not include beverages 

containing less than 15 mg/100 ml. To ensure legal clarity and unambiguousness, beverages containing 

less than 15 mg/100 ml shall be included in Annex III. This is in line with the Danish legal framework, which 

the Draft itself highlights as “inspiration”7. 

 

BURDEN FOR BUSINESSES 

Contrary to the statement in the Request for comments, the introduction of additional requirements - 

being inter alia labelling standards, positive lists or maximum limits - constitutes a burden to businesses 

compared to the current situation. Measures that limit companies’ entrepreneurial scope of action 

within the food sector beyond the general requirements of public health and food safety must rely on 

well-documented arguments and in depth scientific evaluations. In addition, there is a risk of excessive 

compliance costs caused by the vagueness of the Draft in its current version. 

As the Draft also deviates considerably from the rules that apply in such cases in Denmark, experiences 

from Denmark of any advantages are not necessarily transferable.   

APPROVAL, REPORTING DUTY AND MAINTAINING THE POSITIVE LIST 

                                                           

 

7 Page 4 of the Draft (“General remarks concerning the draft regulatory provisions and the relationship with EEA law”) 
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• The Request for comments (p. 5), stipulates that the positive list, upon the initiative of the 

companies, shall be updated and amended regularly. Furthermore, it is referred to companies’ 

possibilities of initiating a process that may result in changes to the positive list, with reference 

to § 9 and § 10 of the Draft. However, § 9 and § 10 and the Request for comments (p. 6), state 

that notification/application regarding addition applies to one concrete food article. Thus, the 

provisions do not affect the positive list as such, and companies’ options to contribute to the 

amendment of the positive list are limited. The statement that the positive list can be updated 

and changed regularly upon the initiative of companies thus is misleading, since this presumably 

will happen at the Norwegian Food Safety Authority’s discretion exclusively. Companies’ 

notifications or applications therefore have no direct influence on the content of the positive 

list. 

• As regards the approval system under § 9 (i.e., approval of substances listed in appendix III) the 

company may use the addition for 6 months after the notification has been submitted. It 

appears however that the Norwegian Food Safety Authority “at any subsequent point in time” 

may also make an individual decision to issue a ban. This seemingly unlimited right raises great 

concern due to the lack in predictability of permissibility of substances and products and lack of 

legal certainty. In our view, the only legitimate reason to issue a ban is a concern for the safety 

of the human consumption of the product. The Draft does not reflect this and shall be amended 

accordingly. Similarly, when assessing applications according to section 10, a ban should only be 

issued where human consumption is deemed unsafe considering Article 14 of the General Food 

Law Regulation (EC) 178/2002.  

• Moreover, the proposed measures do not comply with general administrative law principles. An 

unlimited right to issue a ban is contrary to the principle of proportionality on administrative 

decisions, a principle also included in the Norwegian Food Act (section 23) as well as deduced 

from section 35 of the Public Administration Act, which also establishes the principle of legal 

certainty. According to this provision, an administrative agency may only reverse its own 

decision if "the reversal is not detrimental to any person to whom the administrative decision is 

directed", unless such reversal rights follows from an act, the decision itself or other 

administrative provisions.  

• In terms of product notifications, the Draft remains imprecise on the question whether a re-

notification is necessary for formerly notified or approved products. For energy drinks and other 

beverages, it is common to have annual launches of new flavours for the same product, with the 

only difference being e.g. a new flavour and a corresponding new name of the food according to 

Article 17 of Food Information Regulation (EU) 1169/2011. It shall be clarified that no re-

notification is needed in case of re-launches and minor changes to the product to avoid 

excessive burden on businesses, considering the regard for resource use in the administration 

and also to ensure limiting case handling time and application fees under § 15. 

• As regards products falling under Appendix III, the submission of more detailed information is 

required, both when products are placed on the market initially and also when the product had 

already been on the Norwegian market before the amendments came into force (§ 11). This 

reporting duty is overly formalistic, as there already is a positive list, and incurs additional costs. 

The proposed provision shall be deleted. 

• The Draft stipulates a transition period of 6 months for compliance. This transition period is too 

short in light of considerable resources used for elaborate launch processes depending on 

established launch windows as well as market and retail practices. Regulations that imply severe 

restrictions to the business scope should include relatively long transition deadlines. The 

transition period in § 12 shall be changed to at least 12 months. 
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EDE MEMBERS ARE THE LEADING REFERENCE IN RELATION TO MARKETING AND LABELLING OF ENERGY 

DRINKS 

 

• European Union regulations8 require that energy drinks carry the statement “High caffeine 

content. Not recommended for children or pregnant or breastfeeding women”, followed by the 

caffeine content in mg per 100 ml. It is important to note that other caffeine containing food 

and beverages – which account for the large majority of total caffeine consumption (e.g. coffee, 

tea, cola beverages or chocolates) – do not have to disclose the same information and do not 

abide by additional voluntary requirements; thereby consumers have no to limited knowledge 

about their total caffeine intake per day.  

 

• The EDE Code of Practice for the Marketing and Labelling of Energy Drinks5 additionally requires 

that energy drinks include the advisory statement “Consume Moderately” or similar wording 

based on consumer understanding. 

 

• Further, EDE members made a strong commitment not to market their energy drink products to 

children, in particular: 

o EDE members will not place any marketing communication in any media with an audience 

of which more than 35% are children. 

o EDE members will not engage in any direct commercial activity in primary or secondary 

schools, including placing of vending machines. 

o EDE members will not conduct any sampling activities in close proximity to primary and 

secondary schools or other institutions taking care of this age group. 

  

• EDE members also commit to 

o only sell products with a maximum caffeine content of 320 mg/litre, which equals 80 mg in 

a typical 250 ml can. This amount is the equivalent to the caffeine content of a homemade 

cup of coffee. 

o not market energy drinks in containers intended for mass catering but only in a pre-

packaged form (for example no quick service fountains or taps). 

o not market energy drinks as providing a rehydration benefit.  

o position packages with a net content of 250 ml as their main selling proposition for 

individual consumption (which equals 80 mg caffeine in a typical 250 ml can). This amount 

is sufficient to provide consumers with a functional benefit6. 

 

 

TOWARDS A HOLISTIC SOLUTION 

• EDE supports measures to promote the responsible and moderate consumption of caffeine and 

sugar. Since energy drinks only make up a small portion of total sugar and total caffeine intake 

in all age groups, only a holistic approach, addressing all sources of sugar and caffeine can be 

effective in reducing sugar and caffeine intake.  

 

                                                           

 

8 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32011R1169&from=EN  
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• EDE therefore concludes that the most effective measures to address cases of energy drink 

overconsumption are as follows: 

(a) Encouraging portion control 

Smaller portion sizes have been identified as one of the most effective solutions to 

promote moderationFehler! Textmarke nicht definiert.. In Norway, energy drinks are predominantly 

sold in single serve cans, going up to 500 ml in size. These large, 500 ml cans can contain 

up to 160 mg of caffeine (equivalent of a double espresso) and up to 70 g of sugar.  

EDE recommendation: Setting the standard size for single serve cans at 250 ml for energy 

drinks and all other sugar- sweetened beverages would be the most meaningful step to 

reduce demand and supply of large cans, setting up a virtuous circle, to recalibrate portion 

sizesFehler! Textmarke nicht definiert.. 

(b) Increasing sugar and caffeine awareness  

There is limited awareness by consumers about the actual sugar and caffeine content of 

different foods and beverages. Increased education about the sugar and caffeine content 

of products could help to reduce sugar and caffeine intake from all sources.  

EDE recommendation: The implementation of an online consumer awareness campaign 

on all sources of sugar and caffeine, and on appropriate daily intakes. 

(c) Labelling for better consumer information 

Better on-pack information about caffeine content in all caffeine containing products, 

without singling out energy drinks, should be the basis of any public awareness campaign. 

EDE recommendation: All prepacked caffeine-containing foods and beverages should be 

required to disclose the exact caffeine content, by 100 g or 100 ml. In addition, purveyors 

of freshly prepared caffeinated products should provide menu board information providing 

approximate caffeine content per serving – similar to calorie displays for menu items in 

quick service restaurants. 
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