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Dear President, 

The European Commission would like to thank the Eerste Kamer for its Opinion concerning 
the proposal for a Regulation of the European Parliament and of the Council on new 
psychoactive substances {COM(2013) 619 final} and the proposal for a Directive of the 
European Parliament and of the Council amending Council Framework Decision 
2004/757/JHA of 25 October 2004 laying down minimum provisions on the constituent 
elements of criminal acts and penalties in the field of illicit drug trafficking, as regards the 
definition of drug {COM(2013) 618 final}. 

The Commission welcomes the interest of the Eerste Kamer in the proposals on new 
psychoactive substances and would like to make the following comments to the questions 
raised. 

The aims of the legislative proposals are to reduce obstacles to trade in new psychoactive 
substances for legitimate uses for instance in industry and for research and development– as 
well as to protect the health and safety of consumers from the harms that new psychoactive 
substances may cause. 

Under the current instrument on new psychoactive substances, Council Decision 2005/387 
JHA, to be replaced by the proposed Regulation and Directive, all decisions taken on new 
psychoactive substances at the EU level are based on criminal law. In compliance with the 
principle of proportionality, the Commission’s proposals follow a more graduated approach, 
under which restriction measures are proportionate to the level of health, social and safety 
risks that new psychoactive substances pose across the EU - notably low, moderate or severe. 
As a result, only the supply of new psychoactive substances posing severe risks would be 
covered by criminal law provisions – i.e. subjected to the same minimum rules on the 
definition of criminal offences and sanctions applicable to illicit drugs. The Commission, 
therefore, proposes a more targeted use of criminal law, to address only those substances 
posing severe risks.  

Criminal law is an important element in the proportionate response that the Commission 
proposes to address new psychoactive substances. Its deterrent effect can be very effective in 
helping reduce the availability of substances posing severe risks to individuals and to society. 
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Moreover, criminal sanctions are more effective in the case of substances available on the 
black market. 

However, in the case of new psychoactive substances posing moderate risks at the EU level, 
only the supply to consumers would be prohibited and violations would be sanctioned with 
administrative penalties, while business-to-business, and research and development activities 
would not be restricted. For new psychoactive substances posing low risks at the EU level, 
the EU would not act, leaving to the Member States the responsibility to introduce any 
regulatory or control measure deemed necessary.  

The proposed restriction measures – backed by either criminal or administrative sanctions – 
would help achieving the objective to protect consumers from the harms that new 
psychoactive substances may cause. The Commission considers that the proposed measures 
are effective and proportionate, as they prevent harmful new psychoactive substances from 
being sold to consumers, while applying criminal law only to the most harmful substances 
and protecting legitimate uses. 

The proposals would also help achieving the objective of reducing obstacles to legitimate 
trade in new psychoactive substances and preventing the emergence of such obstacles by 
increasing legal certainty for economic operators and reducing market fragmentation. The 
proposed measures clarify the links between the EU legislation on new psychoactive 
substances and on the internal market – notably in relation to medicinal products and 
chemical substances – as well as increasing transparency regarding national measures 
applied to new psychoactive substances and reducing the likelihood of divergent national 
action on such substances. 

The proposals foresee that action is taken at the EU level only if a new psychoactive 
substance poses problems in several Member States and when its health, social and safety 
risks give rise to concerns across the Union. Member States would keep their right to act on 
all new psychoactive substances that have not been addressed by the Union. 

In the case of new psychoactive substances addressed at EU level, Member States would still 
be entitled to maintain or introduce more stringent national provisions, if justified by the 
national situation. The Commission would like to stress that it is aware that the degree of 
flexibility granted to Member States in these circumstances is a sensitive issue and is being 
addressed in the course of negotiations. 

The Commission would like to stress that, under its proposals, any decision to introduce 
permanent restriction measures on a new psychoactive substance at the EU level would be 
grounded on an assessment of its health, social and safety risks, conducted by a scientific 
committee. Permanent restrictions measures would therefore not be precautionary measures. 
Nonetheless, certain new psychoactive substances may pose immediate public health risks, 
requiring rapid action from public authorities. In such cases, EU-wide temporary restriction 
measures, prohibiting the placing on the consumer market of the substance for maximum one 
year, may be introduced before the conclusion of the risk assessment. Such temporary 
measures, which have been welcomed as a major improvement by many Member States and 
Members of the European Parliament, would help contain the emerging public health risks 
posed by the spread of the substance, while its actual risks are being determined. 

In relation to the request to provide examples of disruption of the functioning of the market, 
the Impact Assessment {SWD(2013) 319} accompanying the proposals presents several 
instances where divergent national approaches and lack of clarity about how national 



3 

 

legislation applied to new psychoactive substances interacts with the EU internal market 
laws hamper legitimate trade and adversely affect the functioning of the internal market. 

Although comprehensive information on legitimate uses of new psychoactive substances is 
not available, as national authorities are not always aware of such uses and do not report 
them systematically, the available information has shown that the different national control 
measures introduced on substances such as GBL or 1,4-BDO, including requirements for 
pre-export notification or export authorisation, have serious implications for the industrial 
use of these chemicals and affect the competitiveness of the EU industry. Depending on the 
Member State, it may take up to four weeks for a company to obtain an export authorisation, 
making just-in-time deliveries to third country customers impossible, causing a competitive 
disadvantage.  

The Commission hopes that these clarifications address the questions raised by the Eerste 
Kamer and looks forward to continuing our political dialogue in the future.  

Yours faithfully, 

 

 

Maroš Šefčovič 
Vice-President 


