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_Abstract |
The Spanish Agency for Consumer Affairs, Food Safety and Nutrition (AECOSAN) has been

preparing recommendations for the authorisation of certain substances other than vitamins and
minerals for use in the manufacture of food supplements with the aim of including these in the
new Annex Ill of Royal Decree 1487/2009. In this respect, the Scientific Committee has issued up
to four reports on the safety of different substances and maximum recommended quantities and
various warnings to be included in the labelling.

In the different reports of the Scientific Committee, various drafts have been used in relation
to the warnings on the use of medication and fibre-based supplements and the AECOSAN has
recommended unifying and simplifying the drafting of the recommendations proposed by the
Scientific Committee in their reports.

The Scientific Committee has concluded that the recommendation of the AECOSAN in relation
to the warning “Avoid use together with medicines and other fibre-based food supplements” for
Konjac glucomannan, guar gum, inulin and pectins, is adequate and covers the risks for which
they have recommended warnings in their previous reports on each of these substances.

In addition, it is considered appropriate to include the warning “Must not be used by pregnant
or nursing women, or by children and adolescents” on food supplements containing glucosamine
sulfate or glucosamine hydrochloride.

Food supplements, fiber, Konjac glucomannan, guar gum, inulin, pectin, glucosamine.

Translated from the original published in the journal: Revista del Comité Cientifico de la AECOSAN, 25, pp: 41-45
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1. Introduction

The Spanish Agency for Consumer Affairs, Food Safety and Nutrition (AECOSAN) has drawn up
proposals for the authorisation of certain substances other than vitamins and minerals for use
in the manufacture of food supplements and their corresponding maximum daily quantities for
inclusion in a new Annex llI of Royal Decree 1487/2009 (B.0.E, 2009). In this respect, the Scientific
Committee has issued four reports to date with regard to the safety of various substances and
maximum recommended quantities and on various warnings to be included in the labelling.

In the different reports of the Scientific Committee, various drafts have been used in relation
to the warnings on the use of medication and fibre-based supplements. In the drafting of the
text of the project of royal decree amending Royal Decree 1487/2009, of 26 September, on food
supplements, which is intended to authorise a national list of substances which may be used in
food supplements, the AECOSAN has recommended unifying and simplifying the drafting of the
recommendations proposed by the Scientific Committee in their reports. It has also attempted to
satisfy the concerns of the representatives of the sector consulted in the hearing Procedure and
during the communication procedure established in Directive 2015/1535 (EU, 2015), in Regulation
(EU) No 1169/2011 (EU, 2011) and in Regulation (EU) No 1925/2006 (EU, 2006).

Therefore, a single common warning is proposed for Konjac glucomannan, guar gum, inulin
and pectins, although the method used to express the warnings recommended by the Scientific
Committee in their respective reports varies from one substance to another.

In addition, in the text of the legal project, the AECOSAN recommends including warnings for
glucosamine in line with the warning given in the data sheet of authorised medicines in Spain
which contain this substance as the active ingredient, applying the precautionary principle.

Consequently, the AECOSAN has asked the Food Safety and Nutrition Section of the Scientific
Committee the following questions:

1. If the drafting of the warning “Avoid use together with medicines and other fibre-based
food supplements” proposed by the AECOSAN for Konjac glucomannan, guar gum, inulin and
pectins, covers the risks for which the Scientific Committee of the AECOSAN recommended
warnings in their reports on each of these substances.

2. Itis considered appropriate to include the warning “Must not be used by pregnant or nursing
women, or by children and adolescents” on food supplements containing glucosamine
(sulfate or hydrochloride forms).

2. Warning on the use of Konjac glucomannan, guar gum, inulin and pec-

tins together with medicines

In the “Report of the Scientific Committee of the Spanish Agency of Food Safety and Nutrition on
conditions of use of certain substances other than vitamins, minerals and plants for use in food
supplements-1" approved in 2012 (AECOSAN, 2012), the following warnings relating to the use of
products containing Konjac glucomannan (Amorphophallus konjac K. Koch), guar gum, inulin or
pectins together with medicines should be included on the labelling:

e For Konjac glucomannan, inulin or pectins, the following is indicated “Given that the fibre may
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interact with some medicines, altering their efficiency, please seek medical advice if taken at
the same time as other medicines”.

e In the case of guar gum, “It must be mentioned that the product must not be taken together
with medicines or fibre complements, to prevent the risk of loss of absorption of the
pharmacological active ingredient”.

3. Warning on the use of Konjac glucomannan, guar gum, inulin and pec-

tins together with other fibre-based food supplements
The report of the Scientific Committee mentioned in the previous point recommends that the
labelling of food supplements which contain Konjac glucomannan (Amorphophallus konjac K.
Koch), guar gum, inulin or pectins should include the following warnings relating to their use
together with other fibre-based food supplements:
¢ Inthe case of Konjac glucomannan, guar gum and the pectins specify “When taking this type
of formula, other dietary fibre-based food supplements must be avoided”.
* Whereas for Inulin, the following is recommended “When taking this type of supplement,
other dietary fibre-based food supplements must be avoided”.

4. Warning on the use of glucosamine by pregnant or nursing women or
by children

The Scientific Committee does not include among the conclusions given in the first report on the
conditions of use of certain substances other than vitamins, minerals and plants for use in food
supplements, any warning on the labelling of these products if they contain glucosamine as an
ingredient.

The technical data sheets for medicines authorised in Spain containing this substance as
an active ingredient (AEMPS, 2017) specify a number of warnings with regard to the use of
glucosamine by pregnant or nursing women or by children:

e |tis not recommended for use by children or adolescents under the age of 18 years due to the

absence of data on its safety and efficacy.

* Neither the safety nor the efficacy has been established in children and young people under
the age of 18 years, and therefore it must not be administered to these patients.

e There is no adequate information on the use of glucosamine in pregnant women. The
information available on studies in animals is inadequate. Glucosamine must not be used
during pregnancy.

e There is no information available on the excretion of glucosamine through breast milk.
Therefore, and due to the lack of information on safety for the newborn infant, the use of
glucosamine while nursing is not recommended.

Conclusions of the Scientific Committee
The Scientific Committee has concluded that the recommendation of the AECOSAN in relation
to the warning “Avoid use together with medicines and other fibre-based food supplements” for
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Konjac glucomannan, guar gum, inulin and the pectins, is adequate and covers the risks for which
they have recommended warnings in their previous reports on each of these substances.

In addition, it is considered appropriate to include the warning “Must not be used by pregnant
or nursing women, or by children and adolescents” on food supplements containing glucosamine
sulfate or glucosamine hydrochloride.

References

AECOSAN (2012). Agencia Espafiola de Consumo, Seguridad Alimentaria y Nutricion. Informe del Comité
Cientifico de la Agencia Espafiola de Seguridad Alimentaria y Nutricion (AESAN) sobre condiciones
de uso de determinadas sustancias distintas de vitaminas, minerales y plantas para ser empleadas en
complementos alimenticios. Revista del Comité Cientifico de la AECOSAN, 17, pp: 11-246.

AEMPS (2017). Agencia Espafiola de Medicamentos y Productos Sanitarios. Centro de Informacidon online de
Medicamentos de la AEMPS-CIMA. Glucosamina. Available at: https://www.aemps.gob.es/cima/dochtml/
ft/70344/FichaTecnica_70344.html [accessed: 24-02-17].

BOE (2009). Real Decreto 1487/2009, de 26 de septiembre, relativo a los complementos alimenticios. BOE N°
244 de 9 de octubre de 2009, pp: 85370-85378.

EU (2006). Regulation (EC) No 1925/2006 of the European Parliament and of the Council of 20 December 2006
on the addition of vitamins and minerals and of certain other substances to foods. 0J L 404 of 30 December
2006, pp: 26-38.

EU (2011). Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the
provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006
of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council
Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament
and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No
608/2004. 0J L 304 of 22 November 2011, pp: 18-63.

EU (2015). Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying
down a procedure for the provision of information in the field of technical regulations and of rules on
Information Society services. 0J L 241 of 17 September 2015, pp: 1-15.



