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1 Initial Situation

Preparations containing Monascus purpureus (red mould rice, red yeast rice) are also encountered on
the Swiss market and have given rise to debate, as it is not clear which legislation is applicable for
their assessment. As they are not authorised as medicinal products, they are frequently offered in
various dosages as food supplements, either with or without therapeutic claims. While some point out
that the monacolin K content of red yeast rice has a pharmacological effect typical of statins, and
demand a classification as a medicinal product, others call for it to be approved as a food supplement.

The following article explains the reasons why preparations containing red yeast rice may neither be
commercialised as medicinal products nor as foodstuffs in Switzerland at present and therefore may
not be placed on the market.

1.1 What is Monascus purpureus or red mould rice, red yeast rice and what are
its constituents?

Red mould rice is a fermentation product of conventional rice with certain strains of mould of the
genus Monascus. The fermentation produces, in addition to red pigments, various potentially active
substances such as monacolins, monankarins, ankalactones and citrinin. The relevant active
substance, monacolin K, is identical to lovastatin, a powerful statin used as a medicinal product.
Statins are pharmacologically active substances that inhibit the biosynthesis of cholesterol at the level
of the hydroxymethylglutaryl-coenzyme A (HMG-CoA) reductase. The formation of the mycotoxin
citrinin depends on the Monascus strains that are employed. Citrinin is considered to be nephrotoxic,
i.e. it may be harmful to health’.

No medicinal product containing the active substance lovastatin is authorised in Switzerland.
However, in some neighbouring countries, such as Germany, various authorised medicinal products
contain lovastatin. The usual initial dose is 20 mg lovastatin/day (minimum daily dosage = 10 mg).

1 SKLM, German Senate Commission on Food Safety. Toxicological assessment of red mould rice. Update, German Research Association
DGF, 2012
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It can be assumed that, when using food supplements that contain Monascus purpureus with a
pharmacologically active dose of monacolin K, the known and typical toxic myopathies associated
with statins can also occur.

1.2 Assessment of safety by EFSA and regulation by the EU Commission

The EU Commission mandated the European Food Safety Authority (EFSA) to conduct a safety
assessment in 20182. The EFSA concluded that taking 10 mg of monacolin K per day poses health
concerns; indeed, in individual cases the risk may be significant even at intake levels as low as 3
mg/day. The EFSA could not deduce a safe daily dosage of monacolin K in food supplements.

In the EU, monacolins from red yeast rice were added to Annex Ill Part B of Regulation (EC) No
1925/20062 in 2022 by Regulation (EU) 2022/860*. Individual portions of the product for daily
consumption must contain less than 3 mg of monacolins from red yeast rice. The labelling
requirements should also be complied with; in particular various warnings must be provided.

They have also been added to Annex Ill Part C of Regulation (EC) No 1925/2006 and are currently
under scrutiny by the EU.

In February 2025, the EFSA published a further opinion® on the safety of monacolins from Monascus
purpureus (red yeast rice). It concluded that it is not possible, on the basis of the submitted data, to
demonstrate the safety of monacolins from red yeast rice at dosages below 3 mg/day or to establish a
safe daily intake of monacolins from red yeast rice in food supplements.

1.3 ECJ Decision C-140/07

The ECJ had to decide whether it is possible that a preparation placed on the market as a food
supplement is in fact a medicinal product that is being marketed without authorisation. The label
stated as follows: ‘Red Rice 330 mg, food supplement with fermented rice. One capsule corresponds
to 1.33 mg of monacolin K’. The recommendations for use were: ‘As food supplement, 1 capsule 1 -3
times daily’. The decisive factor was that the recommended dose amounts to a daily consumption of
1.33 to 4 mg of monacolin K, which is low in comparison with the daily consumption of 10 to 80 mg
recommended for the authorised, prescription-based lovastatin.

The ECJ held that products containing a substance having a physiological effect cannot automatically
be classified as medicinal products by function unless the competent authorities have made an
assessment, with due diligence, of each product. A product cannot be regarded as a medicinal
product by function where, having regard to its composition and dosage — and if used as intended, it
is incapable of appreciably restoring, correcting or modifying physiological functions. In the case in
question, the dosage was too low to classify the preparation as a medicinal product by function.

2 Scientific opinion on the safety of monacolins in red yeast rice, EFSA Journal 2018;16(8):5368

3 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 (OJ L 404, 30.12.2006, p. 26)

4 Commission Regulation (EU) 2022/860 of 1 June 2022 amending Annex Il to Regulation (EC) no. 1925/2006 of the European
Parliament and of the Council as regards monacolins from red yeast rice (OJ L 151, 2.6.2022, p. 37)

5 Scientific Opinion on additional scientific data related to the safety of monacolins from red yeast rice submitted pursuant to Article
8(4) of Regulation (EC) No. 1925/2006, EFSA.2025.9276
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Conclusions: Products containing red yeast rice must be classified and assessed on a case-by-case
basis, taking all factors into account. The basic principles for differentiation set out in the decision are
still valid, but it is possible that the outcome of a legal assessment of a comparable preparation would
be different now as a result of new scientific findings.

1.4

Is placing on the market as a foodstuff possible in Switzerland?

In Switzerland, placing preparations containing red mould rice on the market as foodstuffs is not
possible for the following reasons:

Preparations that contain an effective dose of monacolin K produce their effect through a
pharmacological mode of action (identical to that of statins) and in accordance with the
differentiation criteria applied by the Federal Supreme Court are not subject to the food
legislation.

Foodstuffs, when consumed normally, must not endanger health. In the case of red yeast rice,
there are significant doubts with regard to its safety. Monacolins are potent pharmaceutical
substances that reduce cholesterol and may only be administered under medical supervision.
Food supplements containing red yeast rice are considered to be unsafe foodstuffs due to the
general lack of standardisation of the monacolin content, the risk of undesirable effects of
monacolin K, the lack of medical control of consumption, and their additional toxicologically
questionable constituents. In this context, in addition to the EFSA evaluations, reference is
also made to the findings of the German Research Association, the Senate Commission on
Food Safety (SKLM)® and the opinion of the German Joint Expert Commission BVL/BfArM,
‘Classification of red yeast rice products’ (02/2016)". Questions on safety arise particularly with
regard to the muscle toxicity of monacolin K and the nephrotoxicity of citrinin. There are no
specifications to ensure the purity and identity of the preparation, and no data on the absence
of toxic constituents.

Consequently, in the totally revised foodstuffs legislation that came into force on 1 May 2017,
Monascus purpureus (red yeast rice) was included on the list of substances that may not be
added to foodstuffs in Switzerland (Annex 4 of the FDHA Ordinance on the Addition of
Vitamins, Minerals and other Substances to Foodstuffs; AVMO; SR 817.022.32) and thus is
banned as a foodstuff or in foodstuffs.

As a result, food supplements containing Monascus purpureus may not be placed on the
market in Switzerland, as in accordance with Article 2 paragraph 4 of the FDHA Ordinance on
Food Supplements (SR 817.022.14), Annex 4 AVMO also applies to food supplements.

6 SKLM, German Senate Commission on Food Safety (2012). Toxicological assessment of red mould rice. Update, final edition of
18.12.2012

7 Opinion of the German Joint Expert Commission BVL/BfArM. Classification of red yeast rice products (02/2016)
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1.5 Is placing on the market as a formulated medicinal product possible?

It was recently observed that sporadic attempts have been made to circumvent the ban on marketing
preparations containing Monascus purpureus as foodstuffs and the lack of authorisation as medicinal
products by placing these products on the market as formulated medicinal products in accordance
with Article 9 paragraph 2 of the Therapeutic Products Act (TPA).

Under Article 37 of the Therapeutic Products Ordinance (TPO; SR 812.212.21), only active
substances contained in a medicinal product authorised in Switzerland or included on a recognised
list may be used to manufacture formulated medicinal products. Monascus purpureus is not contained
in any medicinal product authorised in Switzerland, either as an individual substance or in
combination with other substances. Nor is it included in any substance lists recognised by
Swissmedic (e.g. HAS List, TAS List).

Accordingly, the basic requirements for placing such preparations manufactured according to a
proprietary formula or published in the specialist literature on the market via a public pharmacy
or drugstore are not met (see Position Paper 0020 Formulated medicinal products: Manufacture and
placing on the market [current version] at www.kantonsapotheker.ch).

Significant safety concerns also exist regarding the use of Monascus purpureus: its active substance,
monacolin K, is pharmacologically active and can lead to toxic myopathies depending on the dose
consumed. Furthermore, the formation of the frequently included mycotoxin citrinin, which is
considered to be nephrotoxic, cannot be reliably controlled. There are no binding specifications on the
purity, identity and standardisation of the active substance content of monacolins from red yeast rice.

Taking into account these risk factors, its use in the context of a formula magistralis is difficult to
justify from a pharmaceutical point of view or in light of the therapeutic products legislation with regard
to Article 26 TPA.

2 Conclusions

At present in Switzerland, Monascus purpureus (red mould rice, red yeast rice) is neither authorised
as a medicinal product nor as a foodstuff. Therefore, it may not be marketed.
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