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 Background 
 
This note seeks to provide an initial analysis of the strengths and weaknesses of the European 
Commission's Impact Assessment (IA) accompanying the proposal for a Regulation amending 
Council Regulation (EC) No 111/2005 laying down rules for the monitoring of trade between 
the Community and third countries in drug precursors. 
 
Drug precursors are chemical substances that may be produced for licit purposes, but which 
can be misused for illegal drug production. A specific regulatory framework has been set up 
both at international level1 and within the EU2 to prevent the diversion of drug precursors to 
illicit drug production. 
 
A European Commission report of 7 January 2010 on the implementation and functioning of the 
Community legislation on monitoring and control of drug precursors identified weaknesses in 
the current control system.3 On 25 May 2010, the Council of the European Union invited the 
Commission 'to set up a work programme to address the identified weaknesses in close 
cooperation with the Member States and to propose legislative amendments before the end of 
2011 after carefully assessing their potential impact on Member States' authorities and economic 
operators.'4 
 
The present proposal and the IA accompanying it deal with the extra-EU trade component of 
the problem, whereas a separate proposal and IA address the intra-EU trade aspects. 
 
 

                                                 
1 United Nations Convention against Illicit Traffic in Narcotic Drugs and Psychotropic Substances adopted 
in Vienna on 19 December 1988. 
2 Regulation (EC) No 273/2004 of the European Parliament and of the Council of 11 February 2004 on drug 
precursors http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:047:0001:0010:EN:PDF; 
Council Regulation (EC) No 111/2005 of 22 December 2004 laying down rules for the monitoring of trade 
between the Community and third countries in drug precursors 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2005:022:0001:0010:EN:PDF  
3 COM(2009)709. 
4 http://register.consilium.europa.eu/pdf/en/10/st08/st08427.en10.pdf  
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 Identification of the problem 
 
The present proposal and IA attempt to address the weaknesses identified by the above-
mentioned Commission report of 7 January 2010 in the implementation and functioning of EU 
legislation on the monitoring and control of drug precursors, as far as they concern the extra-EU 
trade, with a specific focus on closing loopholes which hitherto impede the control of, in 
particular, methamphetamine precursors contained in medicinal products. 
 
The IA describes the main patterns of criminal trafficking of precursors of methamphetamines 
within the EU and globally. The scale of the problem is indicated in terms of numbers and 
tonnes of seizures of two drug precursors, ephedrine and pseudo-ephedrine, in the most 
affected regions.5 
 
The IA does not describe the problem in terms of the number of individuals or proportions of 
populations affected as a consequence of the trafficking of the precursors and of the 
consumption of the illicit drugs. Consideration of these consequences would have made it 
easier to compare the costs and benefits of the policy options identified. Furthermore, the IA 
could have set out more clearly that the problem of illicit trafficking of drug precursors can help 
fuel and sustain criminal networks more generally, promoting corruption, fraud and other 
illegal activities, in several other areas.6 
 
 Objectives of the legislative proposal 
 
The general objective of the Commission proposal, as set out in the IA (Chapter 5 and Annex 5), 
is 'to contribute to the world-wide combat against the illicit manufacture of drugs'. This general 
objective is then divided into various specific and operational objectives. 
 
The specific objectives are: 
 

– to fight the illicit manufacture of methamphetamines, by controlling the supply of 
ephedrine/pseudo-ephedrine contained in medicines exported, imported or transiting 
between the Union and third countries, through preventing their diversion; 

– to not hamper the free flow of EPH/PSE7 medicines for legitimate purposes between 
the Union and third countries; 

– to not impose disproportionate administrative burdens on national competent 
authorities (customs, police, health); 

– to not impose disproportionate administrative burdens on the industry involved in 
trade of EPH/PSE medicines. 

 
The operational objectives are: 
 

– to stop and/or seize EPH/PSE medicines, intended for illegal purposes; 
– to reduce the number of attempts to divert EPH/PSE medicines from licit trade. 

 
These objectives are both very general ('contribute to') and very specific (limited to controlling 
the supply of ephedrine and pseudo-ephedrine in medicines traded with third countries) at the 

                                                 
5 In 2008, seizures by EU Member State authorities at the borders of methamphetamine precursors 
amounted to 3,500 kg, of which 1,800 kg were in preparations (IA, p.13); 
6 See e.g. the Frontex 2012 report on Anti-Corruption Measures in EU Border Control 
http://www.frontex.europa.eu/assets/Publications/Research/AntiCorruption_Measures_in_EU_Border
_Control.pdf or the Commission 2011 report on Crime and deviance in the EU 
ftp://ftp.cordis.europa.eu/pub/fp7/ssh/docs/crime-and-deviance_en.pdf 
7 EPH/PSE: Ephedrine/Pseudo-ephedrine. 
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same time. The question arises whether they fully match the gravity of the problem and fully 
allow the necessary preventive actions by customs officers, police, prosecutors and other agents 
involved in the fight against illegal chemicals, given the fact that no less than 65 new synthetic 
drugs have emerged in the last two years.8 
 
 Range of the options considered 
 
The range of options set out in the IA are: 
 
Option 1: taking no new legislative action (baseline option): Regulation (EC) No 111/2005 
would not be modified. Under this Regulation, medicinal products containing ephedrine or 
pseudo-ephedrine are not controlled. Therefore, Member States’ authorities cannot stop or seize 
these products when they enter or leave the Union customs territory based on EU legislation, 
even though it is likely that they may be misused for the illicit manufacture of 
methamphetamine.  
 
Option 2: Recommending voluntary measures to the Member States: The Commission would 
make a Recommendation listing a number of measures for the control of medicinal products 
containing ephedrine and pseudo-ephedrine from which each Member State can "pick and 
choose" as they deem appropriate. 
 
Option 3: Increasing the powers of competent authorities: Medicinal products containing 
ephedrine or pseudo-ephedrine would be covered by the provisions of Article 26 of the current 
Regulation (powers of competent authorities). This would enable EU competent authorities to 
stop transactions involving these medicinal products when there are reasonable grounds for 
suspecting that these products might be misused in the illicit drugs manufacture, whether they 
are exported, imported or in transit.  
 
Option 4: Increasing the powers of competent authorities and introducing the use of pre-
export notifications: EU Member States' competent authorities would have a legal basis not 
only to stop and seize medicinal products containing ephedrine and pseudo-ephedrine (as in 
option 3) but also to send pre-export notifications for these products to the country of 
destination via PEN online (Pre-Export Notification).  
 
Option 5: Subjecting medicinal products containing ephedrine and pseudo-ephedrine to the 
same control requirements as ephedrine and pseudo-ephedrine: Medicinal products 
containing ephedrine or pseudo-ephedrine would be included in the list of scheduled 
substances of category 1. They would therefore be subject to the same control requirements to 
which scheduled substances of category 1, such as ephedrine and pseudo-ephedrine, are 
currently submitted: i.e. pre-export notification, export authorisation, licensing, etc.  
 
Option 6: Banning trade of medicinal products containing ephedrine and pseudo-ephedrine: 
In this option, import, the export and transit of medicinal products containing ephedrine or 
pseudo-ephedrine to, from and through the Union customs territory would no longer be 
possible.  
Option 6 has been introduced upon the request of the Commission's Impact Assessment Board. 
However, the Commission notes (p.4 of the summary of the IA) that 'Before considering a trade 
ban, other control measures, such as those foreseen in the legislation, should be explored. These 
measures have been analysed under option 5. Therefore, option 6 has been discarded without 
further analysing its impacts.' 

                                                 
8 Thematic Paper on Organised Crime: Drug Cartels and their Links with European Organised Crime, by 
MEP Diaz De Mera, September 2012, European Parliament Special Committee on Organised Crime, 
Corruption and Money Laundering (CRIM), p.8. 
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After its analysis of the impacts and comparison of the options, the IA concludes that option 4 is 
the one preferred. All options presented restrict the proposal to 'medicinal products containing 
ephedrine or pseudo-ephedrine'. It is possible to argue that a wider formula like 'medicinal 
products containing EPH/PSE and other drug precursors' or '...and other category 1 substances' 
could enable the competent authorities to act more effectively and proactively in this field, and 
make it easier to react in a timely manner to new developments (for example, the emergence of 
dangerous new drug precursors9), without having to wait for adequate legislation to be put in 
place at some indeterminable time in the future.  
 
 Scope of the Impact Assessment 
 
The IA argues that the fundamental rights of the citizen - interpreted mainly as free access to 
health care - would be respected under options 3, 4 and 5. 
 
The IA sees no environmental impact associated with the issue. This is surprising as the more 
drugs and their precursors are subject to illicit trafficking and fabrication, in whatever 
jurisdiction, the more likely these substances are to be released into the environment. More 
justification could be provided by the Commission here. 
 
The IA does not assess the options for impacts on the health of human beings within and 
outside the EU. Again, this seems surprising as the type of drugs and precursors discussed here 
are known for their negative impact on human health in cases of uncontrolled use. More 
justification could be provided by the Commission here. 
 
The IA does not deal with possible social impacts, although, first, the use of illicit drugs can 
have very serious effects in society, both for their consumers and others, and second, illicit 
trafficking of drugs may fuel the emergence of criminal networks. Likewise, more justification 
could be provided by the Commission here. 
 
The IA assesses the administrative burden for the competent authorities as well as for 
industry. However, the latter 'could only be partially assessed as no data were provided by the 
pharmaceutical trade associations and companies that submitted a reply to the online 
consultation, given that they were all in favour of no legislative action. Subsequent consultation 
with the Association of European Self-Medication Industry (AESGP) revealed that options 3 
and 4 would not be opposed by the industry since the administrative burden on exporting 
companies would be minimal or even inexistent' (IA, p. 24). 
 
 Subsidiarity 
 
The proposed regulation is based on the Union's exclusive competence for the EU common 
commercial policy according to Articles 207 and 3(1) of the Treaty on the Functioning of the 
European Union (TFEU). The subsidiarity principle therefore does not apply. 

                                                 
9 The report of 12 December 2012 on the 'World situation with regard to drug abuse' from the UN 
Commission on Narcotic Drugs reports 'an increasingly multifaceted picture of illicit drug use is 
emerging, with the use of synthetic substances and non-medical use of prescription drugs such as opioids, 
tranquillizers and prescription stimulants replacing the use of traditional drugs, most noticeably in North 
America and Europe. The introduction of newer synthetic substances based on precursors that are not 
under international control and less researched for their potential harm poses additional public health 
challenges.' 
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 Budgetary or public finance implications 
 
According to chapter 4 of the Explanatory Memorandum, the proposal does not have any 
impact on the EU budget or on the human resources needed in the institutions. 
 
 SME test / Competitiveness test 
 
The IA mentions that specific impacts on SMEs or micro-enterprises could not be determined, 
primarily as 'it was not possible to target in the consultation those marketing specifically 
medicinal products containing ephedrine or pseudo-ephedrine' (IA, p.23), and as in the 
framework of the consultation of pharmaceutical associations no SMEs or micro-enterprises 
replied. More generally, the options do not appear to have been assessed for their effects on 
competitiveness of EU enterprises. 
 
 Simplification and other regulatory implications 
 
In chapter 5.4. 'Consistency with other policies and objectives', the IA discusses whether the 
objective could have been addressed within Directives 2001/83/EC on medicinal products or 
Directive 2011/62/EU on falsified medicinal products, and comes to the conclusion that this 
was not appropriate. It could be argued that, in view of simplification of legislation, it might be 
preferable to address the issues at stake in a single piece of legislation. 
 
 Relations with third countries  
 
The IA describes the international context of the issue and refers to the United Nations 
Convention against the Illicit Traffic in Narcotic Drugs and Psychotropic Substances, to the UN 
International Narcotics Control Board (INCB) and the UN Commission on Narcotic Drugs 
(CND). The IA also gives indications of how different countries have approached the problem 
(IA, p. 8-9).10 
 
 Stakeholder consultation 
 
Given the sensitivity of the matter at stake, the main stakeholder consultation was held non-
publicly from 30 June to 13 September 2011. The Commission received 22 replies from national 
authorities, 8 from industry and 2 from pharmaceutical associations. Annex 2 of the IA gives a 
summary of the stakeholder consultation. 
 
 Quality of data, research and analysis 
 
The data available are only partial, with data from less than half the Member States available. 
Concerning the illicit trafficking of drug precursors, the picture seems to depend on occasional 
seizures. External experts are not referred to in the IA, which could itself possibly have made 
more use of data provided from international bodies.11 
 
As to the table "Comparing the options" (IA p.31): 
 

                                                 
10 See also the Commission report of 7.1.2010 COM(2009)709 on the functioning of the Community 
legislation on monitoring and control of trade in drug precursors, chapter 3.6. 
11 Starting from the UN ODC annual World Drug Reports with their annexes. 
The 2012 World Drug Report: http://www.unodc.org/unodc/en/data-and-analysis/WDR-2012.html  
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Although option 5 would comply, clearly more than option 4, with the UN CND resolution 
54/8 of 2011 12,  option 5 gets only one "+" in the column "Compliance with UN Resolutions", 
just like option 4. The objectiveness of this type of relatively subjective qualitative comparison is 
open to doubt. Furthermore, option 5 is the only one getting triple+ for the only criterion in line 
with the overall objective of the proposal, namely 'reducing the supply of EPH/PSE'. For these 
two reasons, option 5 could just as easily have received the maximum score in the 'overall 
assessment'. 
 
Furthermore, the Explanatory Memorandum for the proposal presents option 5 as 'the most 
effective by applying the strictest controls' but states that 'the requirements would be 
disproportionate to the objective pursued by the present initiative'. In fact, the analysis of 
option 5 did not compare the increased administrative burden of this option with its potentially 
increased beneficial effects, and logically therefore it is not entirely proven that option 5 was not 
proportionate. 
 
The IA did not make an attempt to integrate into the comparative table an estimation of the 
possibly different impacts of the various options on health and social integrity of the drug 
victims, e.g. the number of drug victims saved. Nor did it make an attempt to integrate 
considerations of 'reduced organised crime' by the various options. 
 
Unfortunately, option 6, introduced at the request of the IA Board, was not subject at all to this 
final comparison of options, and the Explanatory Memorandum does not mention that an 
option 6 had in fact been considered in the IA.  
 
However, options 6 and 5 are realistic options: the IA mentions in its chapter 3.1.'International 
context' that several countries have implemented an type 5 solutions and some countries 
entirely prohibit import of products containing ephedrine and pseudo-ephedrine. 
 
 Commission Impact Assessment Board 
 
The Impact Assessment Board of the European Commission assessed a draft version of the 
impact assessment and issued its opinion on 29 February 2012. The Impact Assessment Board 
made several recommendations and, in the light of the latter, the final impact assessment text: 
 

– presents the scope of the proposal more clearly; 
– indicates the volume of licit trade of medicinal products containing ephedrine and 

pseudo-ephedrine at European and at global level; 
– explains how these products are diverted for the illicit manufacture of 

methamphetamine; 
– gives an overview of the drug legislation in the Member States and of the powers of 

their customs and police authorities; 
– considers a sixth option which consists in a trade ban of these products; 
– strengthens the analysis of impacts through better emphasizing the cost-efficiency and 

effectiveness criteria; and 
– provides an overall evaluation review exercise, as well as specific progress indicators.13 

 
Formally, the IA appears to have complied with the recommendations of the IAB. 
 

                                                 
12 7. Encourages Member States to apply similar control measures for pharmaceutical preparations 
containing ephedrine and pseudo-ephedrine as those for bulk (raw) precursor chemicals; 
http://www.unodc.org/documents/commissions/CND-Res-2011to2019/CND54_8e1.pdf  
13  IA p.7-8 '2.3. Scrutiny by the Commission Impact Assessment Board'. 
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However, an analysis of the potential impacts of option 6 is absent - they could at least have 
been indicated qualitatively - and, as a consequence, it was not integrated in the final 
comparative table (p.31).  
 
 Coherence between the Commission's legislative proposal and IA  
 
The proposal introduces a couple of new rules of a more technical nature that have not 
undergone an impact assessment. These rules are in line with the recommendations of the 
Commission report COM(2009)709 on the implementation and functioning of the Community 
legislation on monitoring and control of drug precursors, notably: 
 

– concerning the use of the database on drug precursors, as established by Regulation 
(EC) No 273/2004 of the European Parliament and of the Council, under respect of data 
protection provisions; 

– setting up the 'Drug Precursors Committee' (a committee within the meaning of 
Regulation (EU) No 182/2011 i.e. in the context of the Commission’s exercise of 
implementing powers);  and 

– empowering the Commission to adopt specific implementing and delegated acts. 
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