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AMENDMENTS 001-022 
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Report
Michał Boni A8-0359/2016
Information exchange on, and an early warning system and risk assessment procedure for, 
new psychoactive substances

Proposal for a regulation (COM(2016)0547 – C8-0351/2016 – 2016/0261(COD))

_____________________________________________________________

Amendment 1

Proposal for a regulation
Recital 1

Text proposed by the Commission Amendment

(1) New psychoactive substances can 
pose serious cross border threats to health 
which makes necessary to enhance 
monitoring, early warning and combating 
of those threats.

(1) New psychoactive substances, which 
may have numerous commercial and 
industrial uses, as well as scientific uses, 
can pose serious cross border threats to 
health, in particular due to their diversity 
and the speed with which they have been 
appearing. The rapid growth of the 
market of those novel products continues 
to be challenging, making it necessary to 
enhance monitoring and early warning 
systems, to assess their health, safety and 
social risks in order to develop responses 
such as risk reduction measures in order 
to combat those threats.

Amendment 2

Proposal for a regulation
Recital 2 a (new)
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Text proposed by the Commission Amendment

(2a) This Regulation should take into 
account the fact that vulnerable groups, 
and especially young people, are 
particularly exposed to the public health, 
safety and social risks arising from new 
psychoactive substances.

Amendment 3

Proposal for a regulation
Recital 3

Text proposed by the Commission Amendment

(3) New psychoactive substances that 
pose health and social risks across the 
Union should be addressed at the Union 
level. This Regulation has therefore to be 
read in conjunction with Council 
Framework Decision 2004/757/JHA15 [as 
amended by Directive (EU) …/…] since 
both acts are designed to replace the 
mechanism established by Council 
Decision 2005/387/JHA.

(3) New psychoactive substances that 
pose health, safety and social risks across 
the Union should be addressed at the Union 
level. This Regulation has therefore to be 
read in conjunction with Council 
Framework Decision 2004/757/JHA15 [as 
amended by Directive (EU) …/…] since 
both acts are designed to replace the 
mechanism established by Council 
Decision 2005/387/JHA.

__________________ __________________
5 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 (OJ L 335, 11.11.2004, p. 8).

5 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 (OJ L 335, 11.11.2004, p. 8).

Amendment 4

Proposal for a regulation
Recital 5

Text proposed by the Commission Amendment

(5) Any Union action on new 
psychoactive substances should be based 
on scientific evidence.

(5) Any Union action on new 
psychoactive substances should be based 
on scientific evidence or on sufficient data 
on the risks that the new psychoactive 
substances pose. Given that in some cases 
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new psychoactive substances could be so 
novel to the field that, at least initially, 
there would be very limited evidence from 
scientific research on public health risks, 
it is necessary to undertake rapid risk 
assessment procedures at Union level.

Amendment 5

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) No risk assessment should be 
conducted on a new psychoactive 
substance if it is subject to an assessment 
under international law, or if it is an active 
substance in a medicinal product or in a 
veterinary medicinal product.

(7) No risk assessment should be 
conducted on a new psychoactive 
substance if it is subject to an assessment 
under international law, unless there are 
sufficient data available at Union level to 
suggest the need for a risk assessment 
report. No risk assessment should be 
conducted on a new psychoactive 
substance if it is an active substance in a 
medicinal product or in a veterinary 
medicinal product.

Justification

Even if the substance is under assessment under international law, there might be cases that 
there are special conditions in the EU and the substance not assumed dangerous on the 
international level could pose serious threats in the EU, for that reason and if there are data 
suggesting so, it should be possible to prepare a risk assessment report. The same logic was 
applied by the Parliament position adopted in 2014 on the regulation on new psychoactive 
substances.

Amendment 6

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 1920/2006
Article 5 – paragraph 2 – subparagraph 2

Text proposed by the Commission Amendment

(2) In Article 5 (2) the second and third 
subparagraphs are deleted.

(2) In Article 5 (2) the second 
subparagraph is deleted.
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Justification

The third subparagraph of Article 5 (2) of Regulation (EC) No 1920/2006 concerns new trend 
in the use of existing psychoactive substances and should thus be maintained.

Amendment 7

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5a – paragraph 1

Text proposed by the Commission Amendment

Each Member State shall ensure that its 
Reitox National Focal Points and the 
Europol National Unit provide timely and 
without any undue delay to the Centre and 
Europol the available information on new 
psychoactive substances. The information 
shall be related to the detection and 
identification, use and patterns of use, 
potential and identified risks, manufacture, 
extraction, distribution, trafficking, 
commercial, as well as medical and 
scientific use of these substances.

Each Member State shall ensure that its 
Reitox National Focal Points and the 
Europol National Unit provide timely and 
without any undue delay to the Centre and 
Europol the available information on new 
psychoactive substances. The information 
shall be related to the detection and 
identification, use and patterns of use, 
potential and identified risks, manufacture, 
extraction, distribution and distribution 
channels, trafficking and smuggling, 
commercial, as well as medical and 
scientific use of these substances.

Amendment 8

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5a – paragraph 2

Text proposed by the Commission Amendment

The Centre, in cooperation with Europol, 
shall collect, analyse, assess, and 
communicate this information in a timely 
manner to Member States with a view to 
providing Member States with any 
information required for the purposes of 
early warning and for the purposes of 
allowing the Centre to draw up the initial 
report or the combined initial report 
pursuant to Article 5b.

The Centre, in cooperation with Europol, 
shall collect, analyse, assess, and 
communicate this information in a timely 
manner to Member States and to the 
Commission with a view to providing 
Member States and the Commission with 
any information required for the purposes 
of early warning and for the purposes of 
allowing the Centre to draw up the initial 
report or the combined initial report 
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pursuant to Article 5b.

Amendment 9

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 1

Text proposed by the Commission Amendment

1. Where the Centre, the Commission 
or the Council, acting by a simple majority 
of Member States, consider that the 
information shared on a new psychoactive 
substance collected pursuant to Article 5a 
in one or more Member States gives rise to 
concerns that the new psychoactive 
substance may pose health or social risks at 
the Union level, the Centre shall draw up 
an initial report on the new psychoactive 
substance.

1. Where the Centre, the Commission 
or the Council, acting by a simple majority 
of Member States, consider that the 
information shared on a new psychoactive 
substance collected pursuant to Article 5a 
in one or more Member States gives rise to 
concerns that the new psychoactive 
substance may pose health, safety or social 
risks at the Union level, the Centre shall 
draw up without undue delay an initial 
report on the new psychoactive substance.

Amendment 10

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) a first indication of the nature or 
scale of health and social risks associated 
with the new psychoactive substance;

(a) a first indication of the nature or 
scale of health, social or safety risks 
associated with the new psychoactive 
substance;

Amendment 11

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) information on the involvement of (d) information on the involvement of 
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criminal groups in the manufacture and 
distribution of the new psychoactive 
substance;

criminal groups in the development, 
manufacture and distribution of the new 
psychoactive substance;

Amendment 12

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 5 – introductory part

Text proposed by the Commission Amendment

5. The Centre shall request the 
European Medicines Agency to provide 
information on whether, in the Union or in 
any Member State, the new psychoactive 
substance is:

5. The Centre shall request the 
European Medicines Agency to provide, 
without undue delay, information on 
whether, in the Union or in any Member 
State, the new psychoactive substance is:

Justification

As one of the reasons of this report is to make the procedures limiting the dangerous new 
psychoactive substances shorter and more efficient, the information should be provided 
without undue delay. According to Article 5b paragraph 8, the detail cooperation will be 
included in the working agreements between the Centre and European Medicines Agency.

Amendment 13

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 6

Text proposed by the Commission Amendment

6. The Centre shall request Europol to 
provide information on the involvement of 
criminal groups in the manufacture and 
distribution of the new psychoactive 
substance, and in any use of the new 
psychoactive substance.

6. The Centre shall request Europol to 
provide, without undue delay, information 
on the involvement of criminal groups in 
the manufacture, distribution and 
distribution channels, trafficking and 
smuggling of the new psychoactive 
substance, and in any use of the new 
psychoactive substance and other relevant 
information on the new psychoactive 
substance.
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Amendment 14

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 7

Text proposed by the Commission Amendment

7. The Centre shall request the 
European Chemicals Agency and the 
European Food Safety Authority to provide 
the information and data at their disposal 
on the new psychoactive substance.

7. The Centre shall request the 
European Chemicals Agency, the 
European Centre for Disease Prevention 
and Control and the European Food Safety 
Authority to provide without undue delay 
the information and data at their disposal 
on the new psychoactive substance.

Amendment 15

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 9

Text proposed by the Commission Amendment

9. The Centre shall respect the 
conditions on use of the information, which 
are communicated to the Centre, including 
conditions on information and data security 
and protection of confidential business 
information.

9. The Centre shall respect the 
conditions on use of the information, which 
are communicated to the Centre, including 
conditions on access to documents, 
information and data security and 
protection of confidential data, including 
sensitive data or confidential business 
information.

Justification

This amendment is following the Parliament position on the Regulation on new psychoactive 
substances adopted in 2014.

Amendment 16

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5b – paragraph 11
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Text proposed by the Commission Amendment

11. When the Centre collects information 
on several new psychoactive substances 
with similar chemical structure, it shall 
submit to the Commission and the Council 
individual initial reports or combined 
reports dealing with several new 
psychoactive substances, provided that the 
characteristics of each new psychoactive 
substance are clearly identified, within six 
weeks from the launch of the initial report.

11. When the Centre collects information 
on several new psychoactive substances 
that it considers to be of similar chemical 
structure, it shall submit to the Commission 
and the Council individual initial reports or 
combined reports dealing with several new 
psychoactive substances, provided that the 
characteristics of each new psychoactive 
substance are clearly identified, within six 
weeks from the launch of the initial report.

Justification

This paragraph is a positive addition to the Regulation as it will allow the Centre to do more 
at once, however, the level of similarity between chemical structures of new psychoactive 
substances can sometimes be difficult to determine, so it should be up to the Centre to 
determine whether substances can be considered similar enough to be dealt with under a 
combined report.

Amendment 17

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5c – paragraph 2

Text proposed by the Commission Amendment

2. Within two weeks from the receipt of 
the combined initial report referred to in 
Article 5b(11), the Commission may 
request the Centre to assess the potential 
risks posed by several new psychoactive 
substances with similar chemical structure 
and to draw up a combined risk assessment 
report. The combined risk assessment shall 
be conducted by the Scientific Committee 
of the Centre.

2. Within two weeks from the receipt of 
the combined initial report referred to in 
Article 5b(11), the Commission may 
request the Centre to assess the potential 
risks posed by several new psychoactive 
substances with similar chemical structure 
and to draw up a combined risk assessment 
report. The combined risk assessment shall 
be conducted by the Scientific Committee.

Justification

This amendment is following the logic of the Article 5c paragraph 2.
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Amendment 18

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5c – paragraph 3 – point c

Text proposed by the Commission Amendment

(c) an analysis of the health risks 
associated with the new psychoactive 
substance, in particular with respect to its 
acute and chronic toxicity, abuse liability, 
dependence-producing potential, and its 
physical, mental and behavioural effects;

(c) an analysis of the health risks 
associated with the new psychoactive 
substance, in particular with respect to its 
acute and chronic toxicity, abuse liability, 
dependence-producing potential, and its 
physical, mental and behavioural effects, 
including contraindications for use with 
other substances, where available; 

Justification

This amendment is following the Parliament position on the Regulation on new psychoactive 
substances adopted in 2014.

Amendment 19

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5c – paragraph 3 – point d

Text proposed by the Commission Amendment

(d) an analysis of the social risks 
associated with the new psychoactive 
substance, in particular its impact on social 
functioning, public order and criminal 
activities, the involvement of criminal 
groups in the manufacture and distribution 
of the new psychoactive substance;

(d) an analysis of the social risks 
associated with the new psychoactive 
substance, in particular its impact on social 
functioning, public order and criminal 
activities, the involvement of criminal 
groups in the development, manufacture, 
distribution and distribution channels, 
trafficking and smuggling of the new 
psychoactive substance;

Amendment 20

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5c – paragraph 4 – subparagraph 1
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Text proposed by the Commission Amendment

The Scientific Committee shall assess the 
risks posed by the new psychoactive 
substance or group of new psychoactive 
substances. The Committee may be 
extended as deemed necessary by the 
Director, acting on the advice of the 
chairperson of the Scientific Committee, 
by including experts representing the 
scientific fields relevant for ensuring a 
balanced assessment of the risks of the new 
psychoactive substance. The Director shall 
designate them from a list of experts. The 
Management Board shall approve the list 
of experts every three years.

The Scientific Committee shall assess the 
risks posed by the new psychoactive 
substance or group of new psychoactive 
substances. The Committee may be 
extended as deemed necessary by the 
Director, acting on the advice of the 
chairperson of the Scientific Committee, 
by including experts representing the 
scientific fields relevant for ensuring a 
balanced assessment of the risks of the new 
psychoactive substance, including a 
psychologist specialising in addiction. The 
Director shall designate them from a list of 
experts. The Management Board shall 
approve the list of experts every three 
years.

Justification

This amendment is following the Parliament position on the Regulation on new psychoactive 
substances adopted in 2014.

Amendment 21

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5d – paragraph 1

Text proposed by the Commission Amendment

1. No risk assessment shall be carried 
out where the new psychoactive substance 
is at an advanced stage of assessment 
within the United Nations system, namely 
once the World Health Organisation expert 
committee on drug dependence has 
published its critical review together with a 
written recommendation, except where 
there is significant information that is new 
or of particular relevance for the Union 
and that has not been taken into account 
by the United Nations system.

1. No risk assessment shall be carried 
out where the new psychoactive substance 
is at an advanced stage of assessment 
within the United Nations system, namely 
once the World Health Organisation expert 
committee on drug dependence has 
published its critical review together with a 
written recommendation, except where 
there are sufficient data and information 
available to suggest the need for a risk 
assessment report at the Union level, the 
reasons for which shall be indicated in the 
initial report.
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Justification

This amendment is following the Parliament position on the Regulation on new psychoactive 
substances adopted in 2014.

Amendment 22

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 1920/2006
Article 5d – paragraph 2

Text proposed by the Commission Amendment

2. No risk assessment shall be carried 
out where the new psychoactive substance 
has been assessed within the United 
Nations system, but it has been decided not 
to schedule it under the 1961 Single 
Convention on Narcotic Drugs, as 
amended by the 1972 Protocol, or the 1971 
Convention on Psychotropic Substances, 
except where there is significant 
information that is new or of particular 
relevance for the Union.

2. No risk assessment shall be carried 
out where the new psychoactive substance 
has been assessed within the United 
Nations system, but it has been decided not 
to schedule it under the 1961 Single 
Convention on Narcotic Drugs, as 
amended by the 1972 Protocol, or the 1971 
Convention on Psychotropic Substances, 
except where there are sufficient data and 
information available to suggest the need 
for a risk assessment report at the Union 
level, the reasons for which shall be 
indicated in the initial report.

Justification

Even if the substance is under assessment under international law, there might be cases that 
there are special conditions in the EU and the substance not assumed dangerous on the 
international level could pose serious threats in the EU, for that reason and if there are data 
suggesting so, it should be possible to prepare a risk assessment report. The same logic was 
applied by the Parliament position adopted in 2014 on the regulation on new psychoactive 
substances.


