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The Comité Européen des Fabricants d’Inuline (CEFI) appreciates the opportunity to provide 
comments on the European Commission’s TRIS Notification 2018/9010/N (Appendix 1). This 
TRIS Notification informs about a Norwegian draft regulation for certain “other substances” than 
vitamins and minerals, that amends the Norwegian regulation on the addition of vitamins, 
minerals and certain “other substances” to food. 

CEFI is the organisation representing the inulin producers in Europe: Beneo-Orafti (Belgium), 
Cosucra Groupe Warcoing (Belgium) and Sensus B.V. (Netherlands). The CEFI companies 
together are the world’s leading manufacturers of inulin and are very concerned about the 
Norwegian draft regulation that targets also the addition of inulin to food and food supplements 
(Appendix 2).  

Firstly CEFI considers that inulin - which is a dietary fibre and widely used as ingredient in the 
food industry for purposes of texture and taste beside fibre enrichment - should not be within the 
scope of this Norwegian legislation. More importantly, we believe such Norwegian draft 
provisions relating to inulin would be in strong conflict with current applicable EU legislation on 
inulin, in particular as the Norwegian draft limits the maximum daily intake for inulin. Finally it 
does not support EC public policy to increase dietary fibre.  

We would be grateful if the European Commission could address this with the relevant 
Norwegian authorities and facilitate a removal of “inulin” from Annex 3 of the draft Norwegian 
regulation. 

Please find in the following our detailed explanation and rationale for this request which should 
be read together with the Appendices provided.  



 

Inulin should be outside the scope of the Norwegian draft regulation 

Inulin is a naturally occurring storage carbohydrate in many plants. Due to the widespread 
occurrence of inulin, it is also present in many plants that were always part of the human diet, 
including many fruits, cereals and vegetables such as leek, onion, garlic, wheat, chicory, 
artichoke and banana in an amount between 3 – 20% on fresh weight.  

On an industrial scale the Chicory root is at present the preferred crop for large-scale production 
of inulin (van Loo, 1995; Moser et al., 2014). As Inulin is a dietary fibre with several nutritional, 
health and technological benefits, it is used as food ingredient in the manufacture of several 
categories of food products such as bakery, cereals, dairy and other applications (Moser et al, 
2014).   

According to the Norwegian draft legislation on page 1, Chapter III, Section 6 “Scope of the 
Chapter” (see highlighted text in Appendix 2), it is clarified that the  

“Sections 7 to 10, only apply to the addition of “other substances” to foods, including food 
supplements, that: 

a) […] and b) […] are “not normally used as an ingredient in food.” 
That means that normal food ingredients should not be in the scope of this Norwegian 
legislation, and thereby inulin, a normal food ingredient, should also not be part of the Annex 3 
describing “other substances”. Therefore CEFI proposes the removal of ‘inulin’ from the Annex 3 
of the Norwegian draft legislation. 

 

Norwegian draft provisions for inulin are in conflict with current EU legislation 

Moreover, CEFI believes that there would be a significant conflict between the Norwegian 
proposed regulations on maximum levels for the use of inulin in food supplements, versus the 
current EU legislation for the following reason:  

The Norwegian draft regulation lists in its Annex 3 (Appendix 2, page 6 - highlighted) "inulin" with 
"conditions of use" of "3 g per recommended daily dose" for use in supplements for adults over 
the age of 18. Section 7 (Appendix 2, page 2 - highlighted) then stipulates that these conditions 
of use and restrictions must not be exceeded, which would limit the daily intake of inulin in 
supplements for adults over the age of 18 to 3g per day. 

This limited level of 3 g inulin per day in the draft legislation is neither justified in terms of food 
legislation nor from nutritional science. Importantly, this would create a significant barrier to trade 
as products with inulin lawfully marketed in Europe would obviously be in conflict with the 
Norwegian regulations.  

This conflict is given inter alia by Commission regulation (EU) 2015/2314 of 7 December 2015 
(Appendix 3). This regulation authorised a health claim under Art. 13(5) in relation to native 
chicory inulin and normal intestinal function. The conditions of use stipulated by this regulation 
require a daily intake of at least 12g inulin for the use of the health claim. According to the 
Norwegian draft legislation, a daily intake of 3 g of inulin should not be exceeded. Thus, lawfully 



produced food supplements in Europe would exceed the Norwegian maximum quantities 
possibly by more than 4 times!.  

We believe that this limited inulin level in the Norwegian draft legislation may be caused by a 
misinterpretation as follows: The Norwegian draft provisions for inulin are based on an Expert 
opinion of the Norwegian Scientific Committee for Food Safety (VKM) 2016: 01 “Risk 
assessment of “other substances” – Inulin” (Appendix 4) . This document reveals that the 
Norwegian Food Safety Authority (Mattilsynet, NFSA), requested a risk assessment of inulin in 
supplements that have been marketed in Norway. These supplements contained only a dose of 
3 g/day of inulin, not more. The VKM answered the specific NFSA request and concluded that it 
is unlikely that a daily dose of 3 g of inulin from food supplements causes adverse health effects 
in children (10 to <14 years), adolescents (14 to <18 years) and adults (≥18 years). However, 
since it was not requested this report did not offer a maximum recommended daily dose; thus 
the 3 g dose was included in the draft legislation. In fact the VKM report clearly stated that also 
doses up to 20 g/day may be well tolerated by most people. Furthermore the report cites an 
estimated average consumption of inulin from food in Europe of 3 – 11 g/day (van Loo et al., 
1995). Overall CEFI wants to emphasise that such daily limitations of 3 g/day would not be 
feasible for inulin, neither from regulatory nor from scientific point of view, as further detailed 
below.  

 

No limitations of the daily intake of the inulin as dietary fiber 

The Norwegian Draft regulation limits the daily intake of inulin in supplements for adults (>18 
years) to 3 g per day. 

Within the EFSA opinion from 2015 (ON-3951) – which is the basis for Commission regulation 
(EU) 2015/2314) - EFSA sees no reason to limit the daily intake of inulin (Appendix 5). This is 
exemplified on page 8 of the opinion (see highlighting) under point 5 for “Conditions and possible 
restrictions of use”, that stipulate that 12 g of inulin should be consumed daily to obtain the 
claimed effect, without any further restrictions of use (emphasis added).  

There is also no other EU regulation that would impose maximum levels for the food ingredient 
inulin. Instead, Article 3 2(a)(xi) of EU food additive regulation 1333/2008 clarifies that inulin is 
an ingredient and must not be regarded as an additive and also does not specify a daily 
maximum amount (excerpt in Appendix 6). 

Moreover from a nutritional point of view, a limitation of the daily intake of inulin to 3 g cannot be 
justified. It has been shown that European consumers generally do not consume enough fibre 
(Appendix 7). As a result, a significant proportion of the European population suffers from 
constipation. EFSA's 2010 scientific opinion on recommended daily intake of carbohydrates and 
dietary fibres (Appendix 8) considers a daily intake of 25 g of dietary fibre adequate for normal 
bowel movements, plus health benefits related to reduced risk of heart disease, the development 
of type 2 diabetes and weight control.  

It is therefore in the public interest to increase fibre intake. A legal limit on the intake of inulin, as 
in the Norwegian proposal, signals a safety risk to consumers. It further discriminates inulin 
against other dietary fibres that are not mentioned in the Norwegian draft legislation. Notably, 



such a provision would not be in favour of the public health policies, to increase the dietary fibre 
content of foods with associated health benefits for the population. 

Taking these critical reasons together, CEFI kindly requests the removal of “inulin” from Annex 3 
of the draft Norwegian regulation. 

CEFI appreciates this opportunity to provide its comments on the Norwegian draft legislation to 
the European Commission under the TRIS Notification 2018/9010/N and the attention they will 
receive. If you have any questions regarding our comments, please contact any of the CEFI 
companies: 

 
Beneo-Orafti    Cosucra Groupe Warcoing S.A. Sensus B.V. 
3300 Tienen, Belgium    7740 Warcoing, Belgium   4704 Roosendaal, Netherlands 
Dr. Alexander Schoch   Heidi Jacobs, PhD  Elaine E. Vaughan, PhD 
Head of Regulatory Affairs  R&D/QA Director   Scientific and Regulatory Affairs 
+49 6359 803 823   +32 6944 6617    +31 165 58 25 10    
alexander.schoch@beneo.com  hjacobs@cosucra.com   elaine.vaughan@sensus.nl
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