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Amersfoort, 09-10-2019

Comments on the Decree amending the Commodities Act Decree on herbal preparations and the Commodities Act Decree on administrative penalties regarding the addition of certain harmful substances to herbal preparations and applying certain technical amendments 
(TRIS notification number 2019/331/NL)


Dear Sir, Madam,

NPN, the Dutch trade association for food supplements, would like to provide comments to help ensure that the draft Decree amending the Commodities Act Decree on herbal preparations mentioned above, as notified by the Netherlands, does not create barriers to trade.

We remain at your disposal for any clarifications or questions.

Yours sincerely,
[image: ]

Saskia Geurts
Director
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Comments on the Decree amending the Commodities Act Decree on herbal preparations and the Commodities Act Decree on administrative penalties regarding the addition of certain harmful substances to herbal preparations and applying certain technical amendments 
(TRIS notification number 2019/331/NL)

The Dutch Decree amending the Commodities Act Decree on Herbal Preparations holds a very low National maximum level for pyrrolizidine alkaloids of 1µg per kg. The limit gives rise to barriers to trade.
The Dutch Decree provides that the National limit for pyrrolizidine alkaloids is overruled by the European maximum level, currently under discussion, once the EU regulation will enter into force. However, the proposed Dutch Decree will confront the European Internal market with substantial barriers to trade during the transition period following the entry into force of the EU regulation laying down the maximum level.
The maximum level of pyrrolizidine alkaloids in the Dutch legislation is not feasible. The limit does not comply with the ALARA principle. Also, in the light of the ongoing European discussion focusing on a much higher limit of 400 µg/kg pyrrolizidine alkaloids, the limit laid down in the Dutch regulation proves to be a disproportional risk management measure. 
Specific comments:
This legislation holds an unfeasible Dutch limit for Pyrrolizidine alkaloids for herbal preparations. Till now the Dutch maximum level of 1 µg per kg or per liter was only applicable for a limited number of herbs, known for their naturally occurring high amount of this toxic compound. With this new regulation the limit is applicable to all herbal preparations, which is not feasible and causes a substantial barrier to trade.
Arguments to oppose the limit of 1 µg per kg pyrrolizidine alkaloids in herbal preparations, as laid down in this legislation are:
1. The legislation introduces a barrier to trade for Dutch companies in the Internal Market.
2. The European limit for pyrrolizidine alkaloids is being developed. Having a strict national limit that will be overruled by European legislation, is not a preferable legal construction. If the development of the European regulation is delayed, as well as during the transition period following the entry into force of the European regulation, there will be a barrier to trade.
3. Taking into account the higher amount of the European limit of 400 µg/kg pyrrolizidine alkaloids currently being discussed, the limit of 1 µg/kg pyrrolizidine in Dutch legislation is not proportional to the sought risk reduction for public health.
4. The limit does not comply with the ALARA principle. For many herbal preparations in the food supplement industry this limit cannot be met. This argument is also underpinned by the European discussions about the limit, taking place at the moment, being 400 to 1000 times higher.
5. The proposed limit is not in line with the current practice of enforcement in the Netherlands, where the NVWA enforced the levels pyrrolizidine alkaloids in the herbal preparation St John’s Wort in 2019, based on the European limit under discussion, 400 µg/kg pyrrolizidine alkaloids.

In the consultation process, NPN asked the Dutch authority to either maintain the standards in current Dutch legislation and await the European regulation concerning levels of pyrrolizidine alkaloids or to align the new Decree with the expected European limits. However, the Decree notified does not bear any of the suggested changes.
NPN therefore asks the Commission to oppose the maximum level set for pyrrolizidine alkaloids of 1 µg/kg in herbal preparations set in this Decree because it gives rise to a disproportional barrier to trade in the internal market.


NPN, 8-10-2019
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