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SHORT JUSTIFICATION

The entry of falsified medicinal products into the legal supply chain is a threat to Europe's 
entire pharmaceutical system because it undermines public confidence in the quality of the 
medicinal products available in pharmacies and other legal sales outlets.  

The number of falsified medicinal products is rising sharply in all of the Member States. The 
WHO estimates that 1% of the medicinal products currently sold to the European public 
through the legal supply chain are falsified. Falsified medicinal products may contain sub-
standard or falsified ingredients, or no ingredients or ingredients in the wrong dosage, 
including active ingredients. 

Although the scale of this problem is still relatively small in Europe when compared with 
other parts of the world, such as Africa, a number of factors point to the need for swift, 
rigorous action by the European Union. 

The first concern is the fact that the risk profile has changed: while in the past most of the 
medicinal products that were counterfeited were 'lifestyle' drugs, counterfeiting of innovative 
and life-saving drugs is now increasing sharply. 

Second, the problem has already taken on worrying proportions. The Commission puts the 
number of boxes of falsified medicines sold within the legal supply chain each year in Europe 
at 1.5 million.  The fact that volumes are increasing on average by 10-20% per year is of still 
greater concern. With a growth rate of 10%, the number of boxes of falsified medicines in the 
legal supply chain would reach 42 million by 2020. Other, more pessimistic, estimates put the 
growth rate at 30%, which would increase that number to 192 million.

In our capacity as members of the committee with responsibility for industry and research, we 
cannot afford to ignore the serious threat that falsified medicines pose not just to public health 
but also to one of the leading sectors of the EU economy.  The EU's pharmaceutical sector 
comprises some 3 700 companies, which employ 634 000 people and have a turnover of more 
than EUR 170 billion. Some 1500 (40%) of those companies are SMEs. The industry invests 
at total of more than EUR 26 billion per year in research and development (17% of spending 
for the EU as a whole). It is therefore important to prevent unfair competition from non-
Community producers who place active pharmaceutical ingredients on the EU market without 
it having been properly ascertained whether those producers comply with good manufacturing 
practice.  This will at the same time serve to protect public health.

Although the Commission has, in its proposal, taken over the concerns Parliament voiced in 
Written Declaration 61/2006 on active pharmaceutical agreements, a number of points still 
need to be clarified and fleshed out. 

First, it is important to have clear and unambiguous definitions of both the subject of the 
proposal – namely, falsified medicinal products – and all those involved in the distribution 
chain, such as traders and brokers, who must operate on the basis of authorisations and be 
required to comply with good practice in the same way as producers and distributors. This 
must also apply to parallel traders, who must be the subject of clear obligations and stringent 
checks.
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Furthermore, more stringent, systematic inspections need to be carried out at the plants at 
which pharmaceutical starting materials, including active ingredients, are produced for export, 
in order to ensure compliance with good manufacturing practice, while public health needs to 
be protected by means of an effective traceability system.   

While the proposal to establish a mutual recognition system with exporting countries that can 
guarantee production quality standards equivalent to those in the EU is to be welcomed, the 
Commission proposal needs to be amended to ensure that the first on-site inspection takes 
place prior to a country's inclusion on the list and not within three years of that inclusion. This 
will make it possible to ascertain the reliability of the guarantees provided by the third 
country before it is authorised to place products on the Community market.

The guarantees required of producers not from a country with which the EU has signed a 
mutual recognition agreement are not demanding enough. Such producers are authorised to 
export to the EU if the exporting third country provides written confirmation of production 
quality standards. This procedure clearly fails to provide a proper and sufficient guarantee 
and, furthermore, will not encourage third countries to conclude mutual recognition 
agreements with the EU.  

Other issues also need to be addressed, such as Internet sales and the possibility of affixing 
safety features to over-the-counter medicines, where there is good reason to believe that they 
may be falsified.

 Finally, given that the proposal fails to provide for systematic mandatory inspection of 
production facilities, the time frames for the entry into force of the directive's provisions are 
excessively long.

AMENDMENTS

The Committee on Industry, Research and Energy calls on the Committee on the 
Environment, Public Health and Food Safety, as the committee responsible, to incorporate the 
following amendments in its report:

Amendment 1

Proposal for a directive – amending act
Citation 1 

Text proposed by the Commission Amendment

Having regard to the Treaty establishing 
the European Community, and in 
particular Article 95 thereof,

Having regard to the Treaty on the 
Functioning of the European Union, and 
in particular Articles 114 and 168 thereof,

Justification

The aim of this Directive is not only to establish the functioning of the internal market for 
medicinal products but to ensure as well a high level of protection of public health in the EU.
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Amendment 2

Proposal for a directive – amending act
 Recital 3 a (new)

Text proposed by the Commission Amendment

(3a) Experience shows that, when 
medicinal products are purchased on the 
Internet, the consumer cannot be 
sufficiently sure that the products 
purchased have been sourced through the 
legal supply chain and are thus safe. The 
Commission should, in cooperation with 
the Agency and Member State authorities, 
analyse Internet sales and, where 
appropriate, submit a legislative proposal 
seeking to protect the health of European 
citizens.

Justification

The increasingly wide availability of medicinal products on the Internet is a matter of 
considerable concern. However, until a study is carried out with a view to providing a clear 
picture of the situation, it would be counter-productive to extend the proposal's scope to cover 
Internet sales. The various institutional stakeholders therefore need to analyse Internet sales 
and, where appropriate, submit a legislative proposal that will properly address this problem.

Amendment 3

Proposal for a directive – amending act
Recital 4 a (new)

Text proposed by the Commission Amendment

(4a) This Directive seeks to prevent 
falsified medicinal products from entering 
the legal supply chain and should be 
without prejudice to intellectual and 
industrial property legislation.  

Justification

The entry of falsified medicinal products into the legal supply chain not only poses a major 
threat to public health but is also a matter of serious concern to Europe's pharmaceutical 
sector, in particular the SMEs working within it.   Intellectual and industrial property rights 
therefore need to be safeguarded in order to ensure that the European pharmaceutical 
industry is able to continue to invest heavily in research and development. 
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Amendment 4

Proposal for a directive – amending act
Recital 4 b (new)

Text proposed by the Commission Amendment

(4b) The new draft Convention of the 
Council of Europe on counterfeiting of 
medicinal products and similar crimes 
involving threats to public health, which 
is expected to be open for signature in 
2010, should be supported by the 
Commission and the Member States.

Justification

An international legal instrument is needed, in the form of a convention, designed to 
introduce new legislation including a new offence relating to pharmaceutical crime, to 
establish specific penalties for counterfeiting and impairing the quality of medicines and lay 
down rules governing jurisdiction allowing the interests of victims of pharmaceutical crime to 
be taken into account.

Amendment 5

Proposal for a directive – amending act
Recital 4 c (new)

Text proposed by the Commission Amendment

(4c) A considerable number of medicines 
purchased over the internet come from 
sites that conceal their actual physical 
address. Therefore, a distinction should 
be made between legitimate mail-order or 
internet pharmacies and the illegal supply 
chain through non-controlled internet 
purchasing. Member States should ensure 
that the internet sale of medicinal 
products is continuously monitored by 
designated bodies. 

Justification

Since some Member States recognise internet sales as part of the legal supply chain, internet 
sales have to be taken into account. The International Medical Products Anti-Counterfeiting 
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Taskforce (IMPACT) of the World Health Organisation estimated that medicines purchased 
over the internet from illegal sites that conceal their physical address are falsified in over 
50% of cases. This situation should therefore not be ignored and should be part of the 
directive.

Amendment 6

Proposal for a directive – amending act
Recital 4 d (new)

Text proposed by the Commission Amendment

(4d) European citizens should be made 
aware of the danger to their health from 
ordering products from non-controlled 
internet websites or from the illegal 
supply chain. The Commission together 
with the Member States and in 
cooperation with patients' and consumers' 
organisations should adopt measures to 
increase awareness among the general 
public of the risks related to purchasing 
medicinal products on the internet. Public 
awareness campaigns should inform 
citizens whether their internet pharmacy 
is officially registered and controlled by 
public authorities.

Justification

Awareness raising is a crucial element in fighting the supply of falsified medicinal products 
through internet sales. Information initiatives are crucial because a conscious and 
knowledgeable consumer is able to avoid falsified medicines. Patients and consumers' 
organisations have the experience to provide relevant, accurate and accessible information 
for the communities that they know well.

Amendment 7

Proposal for a directive – amending act
Recital 4 e (new)

Text proposed by the Commission Amendment

(4e) It is useful to introduce a definition 
of the concept of ‘falsified medicinal 
product’ in order to distinguish such 
products from legal but unauthorised 



PE430.741v02-00 8/50 AD\809722EN.doc

EN

medicinal products. Furthermore, 
authorised or otherwise legitimate 
products with quality defects and 
medicinal products that due to mistakes in 
the manufacturing or subsequent 
handling do not comply with the 
requirement of Good Manufacturing 
Practices or Good Distribution Practices 
should not be confused with falsified 
medicines.

Justification

The deliberate falsification of a medicinal product is a criminal offence. It should not be 
considered equivalent to GMP non-compliance or quality defects which can occur in normal 
manufacturing conditions and are handled in a transparent manner between the medicinal 
product manufacturer and the authorities with a constant care for public health protection.

Amendment 8

Proposal for a directive – amending act
Recital 5 

Text proposed by the Commission Amendment

(5) Today’s distribution network for 
medicinal products is increasingly complex 
and involves many players which are not 
necessarily wholesale distributors as 
defined in Directive 2001/83/EC. In order 
to ensure reliability in the distribution 
chain, pharmaceutical legislation should 
address all actors in the distribution chain: 
this includes not only distributors who 
procure, hold, store and supply products, 
but also persons who are involved in 
transactions without handling the products. 
They should be submitted to proportionate 
rules in order to exclude, by all practical 
means, the possibility that medicinal 
products which are falsified in relation to 
their identity, history or source to enter the 
legal supply chain in the Community.

(5) Today’s distribution network for 
medicinal products is increasingly complex 
and involves many players which are not 
necessarily wholesale distributors as 
defined in Directive 2001/83/EC, such as 
traders and brokers. In order to ensure 
reliability in the distribution chain, 
pharmaceutical legislation should address 
all actors in the distribution chain: this 
includes not only distributors who procure, 
hold, store and supply products, but also 
persons who are involved in transactions 
without handling the products, such as 
traders and brokers. They should be 
clearly and unambiguously defined, as 
should their responsibilities, and should 
be submitted to proportionate rules in order 
to exclude, by all practical means, the 
possibility that medicinal products which 
are falsified in relation to their identity, 
history or source to enter the legal supply 
chain in the Community. In particular, 
such persons should have a valid licence 
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for their business activities, which should 
be conducted in accordance with the good 
practice laid down by the Commission, in 
cooperation with the Agency and the 
Member State authorities, by analogy with 
that applying to producers and 
distributors of medicinal products.

Justification

To ensure the safety of pharmaceutical products, due account needs to be taken of all those 
working in the sector and not just wholesale distributors. For the system to be able effectively 
to protect public health, it is essential for the responsibilities of the various stakeholders to be 
clearly identified and for all stakeholders to be subject to a rigorous accreditation, 
verification and good-practice system. This must apply to parallel traders as well.

Amendment 9

Proposal for a directive – amending act
Recital 7

Text proposed by the Commission Amendment

(7) In order to take account of new risk 
profiles, while at the same time ensuring 
the functioning of the internal market for 
medicinal products, safety features 
designed to ensure the identification, 
authentication and traceability of 
prescription medicinal products should be 
established at Community level. When 
introducing obligatory safety features for 
prescription medicinal products, due 
account should be taken of the 
particularities of certain products or 
categories of products, such as generic 
medicines. This includes the risk of 
falsifications in view of their price and past 
incidences in the Community and abroad, 
as well as the consequences of 
falsifications for public health in view of 
the specific characteristics of the products 
concerned or of the severity of the 
conditions intended to be treated.

(7) In order to take account of new risk 
profiles, while at the same time ensuring 
the functioning of the internal market for 
medicinal products, safety features 
designed to ensure the identification, 
authentication and traceability of medicinal 
products should be established at 
Community level. When introducing 
obligatory safety features for medicinal 
products, due account should be taken of 
the particularities of certain products or 
categories of products, such as generic 
medicines, over-the-counter medicines 
and medicines sold directly by producers, 
without any brokering, to establishments 
at which they are provided to patients. 
This includes the risk of falsifications in 
view of their price and past incidences in 
the Community and abroad, as well as the 
consequences of falsifications for public 
health in view of the specific 
characteristics of the products concerned or 
of the severity of the conditions intended to 
be treated.
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Justification

An effective system for identifying, authenticating and tracing medicinal products on the basis 
of the risk assessment provided for in Article 54a(4) needs to be developed. When the safety 
features are laid down, the product's specific characteristics need to be taken into account so 
as not to generate disproportionately high costs.  For example, it would be counter-
productive to impose safety features for medicines sold directly by producers, without any 
brokering, to healthcare facilities at which they are provided to patients.

Amendment 10

Proposal for a directive – amending act
Recital 7 a (new)

Text proposed by the Commission Amendment

(7a) Member States, in cooperation with 
stakeholders, should be permitted to 
regulate the particular aspects of 
authentication of medicines in the way 
which they consider most appropriate for 
their market in medicinal products, taking 
account of the safety features established 
in accordance with this Directive.

Justification

It is important to ensure the authenticity both of prescription medicines and of non-
prescription medicines.

Amendment 11

Proposal for a directive – amending act
Recital 7 b (new)

Text proposed by the Commission Amendment

(7b) Technologies which make it possible 
to identify and trace pharmaceuticals at 
the individual dose level may be a means 
of combating counterfeiting of medicinal 
products more effectively and deserve 
careful analysis by the institutions 
responsible for safeguarding public 
health in Europe.
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Justification

It is important to take account of all the available technologies for combating this 
phenomenon, which is damaging to the health of Europe's citizens. 

Amendment 12

Proposal for a directive – amending act
Recital 7 c (new)

Text proposed by the Commission Amendment

(7c) In order to provide patients with 
timely protection from the risks arising 
from falsified medicinal products, a 
manufacturing authorisation holder who 
partly or fully removes or covers-up safety 
features that are applied on a voluntary 
basis should be required to replace such 
safety features with equivalent safety 
features designed to ensure the 
identification, authentication and 
traceability of prescription medicinal 
products as soon as this Directive enters 
into force.

Justification

Even after the Directive comes into force, it is unlikely that any concrete measures will 
actually be in place for some years.  As a result, interim measures should continue until the 
full measures can be put into place.  These measures should require inter alia that 
manufacturing authorization holders, (including repackagers) who remove or cover up overt 
safety features applied on a voluntary basis by the originator, replace them with equivalent 
overt safety features, and be held strictly liable in the case of counterfeits entering the supply 
chain as a result of their actions.

Amendment 13

Proposal for a directive – amending act
Recital 8

Text proposed by the Commission Amendment

(8) Any actor in the supply chain who 
packages medicinal products has to be a 
holder of a manufacturing authorization. In 
order for the safety features to be effective, 
the manufacturing authorization holder 

(8) Any actor in the supply chain who 
labels or packages medicinal products or 
inserts changes to the labelling or 
packaging of medicinal products has to be 
a holder of a manufacturing authorization. 
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should only be permitted to remove, 
replace or cover these features under strict 
conditions.

In order for the safety features to be 
effective, the manufacturing authorisation
holder should only be permitted to remove, 
replace or cover these features under strict 
conditions. The strict conditions should 
provide adequate safeguards against 
falsified products entering the distribution 
chain and also reflect a strict duty of care 
of those manufacturing authorisation 
holders towards the original 
manufacturer and the marketing 
authorisation holder of the products and 
to consumers of the products.

Justification

Patients and others actors in the supply chain must be explicitly informed via a label on the 
pack where original safety features have been removed and replaced.

Amendment 14

Proposal for a directive – amending act
Recital 11 a (new)

Text proposed by the Commission Amendment

(11a) European citizens should have their 
attention drawn to the risks which arise 
when medicinal products are ordered 
from illegal suppliers. In particular, 
public information measures should be 
promoted in the Member States and 
throughout Europe. The Commission and 
Member States should adopt measures to 
increase awareness among the general 
public of the risks related to purchasing 
medicinal products on the Internet.

Justification

It is important to ensure the authenticity both of prescription medicines and of non-
prescription medicines.
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Amendment 15

Proposal for a directive – amending act
Recital 12

Text proposed by the Commission Amendment

(12) Falsified active pharmaceutical 
ingredients pose the risk of sub-standard 
active pharmaceutical ingredients. This risk 
should be addressed. In particular, 
manufacturers of medicinal products 
should ensure either by themselves of 
through a body accredited for that 
purpose that the supplying manufacturer of 
active pharmaceutical ingredients complies 
with good manufacturing practices.

(12) Falsified active pharmaceutical 
ingredients pose the risk of sub-standard 
active pharmaceutical ingredients. This risk 
should be addressed by combining an 
effective inspection system with a system 
ensuring the traceability of active 
pharmaceutical ingredients.  In particular, 
manufacturers of medicinal products 
should themselves ensure that the 
supplying manufacturer of active 
pharmaceutical ingredients complies with 
good manufacturing practices.

Justification

To ensure that public health is properly protected, the competent authorities of the Member 
States should inspect production sites, in cooperation with the EMEA.  In cases where there 
were a number of different accredited private bodies, there would be uncertainty about the 
effectiveness of inspections and confusion as to who was responsible for ensuring the 
accuracy of inspection findings, and the ambiguous relationship between firms being 
inspected and the bodies inspecting them could give rise to a risk of corruption.  

Amendment 16

Proposal for a directive – amending act
Recital 13

Text proposed by the Commission Amendment

(13) The manufacture of active 
pharmaceutical ingredients should be 
subject to good manufacturing practices 
irrespective of whether those ingredients 
were manufactured in the Community or 
imported. With regard to the manufacture 
of active pharmaceutical ingredients in 
third countries, it should be ensured that 
the rules for the manufacture of active 
pharmaceutical ingredients intended for 
export to the Community, including 
inspection and enforcement, provide for a 

(13) With a view to ensuring a high level 
of protection for public health, the
manufacture of active pharmaceutical 
ingredients or excipients should be subject 
to the relevant good manufacturing 
practices in force within the Union 
irrespective of whether those ingredients 
were manufactured in the Union or 
imported. With regard to the manufacture 
of active pharmaceutical ingredients in 
third countries, it should be ensured that 
good manufacturing practice is complied 
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level of protection of public health 
equivalent to that provided for by 
Community legislation.

with, by means of repeated mandatory 
inspections carried out by the competent 
Union authorities or the authorities of 
countries with which mutual recognition 
agreements covering, inter alia, active 
pharmaceutical ingredients, are in force.

Justification

Certainty as to the source and quality of active pharmaceutical ingredients is of essential 
importance. To ensure compliance with good manufacturing practice, thorough inspections of
production facilities need to be carried out on a regular basis. Both excipients and active 
pharmaceutical ingredients should be subject to relevant good manufacturing practices 
developed at the European level taking into account their own specificities.

Amendment 17

Proposal for a directive – amending act
Recital 13 a (new)

Text proposed by the Commission Amendment

(13a) Pharmaceutical excipients, other 
than active pharmaceutical ingredients, 
used in drug product manufacturing 
should be subject to appropriate controls 
by the manufacturing authorisation 
holder such that the excipients are 
checked and verified by the 
manufacturing authorisation holder to be 
suitable for use in the production of drug 
products in accordance with good 
manufacturing practices and that the 
verification provides for an adequate level 
of protection of public health.

Justification

The inclusion of excipients within the scope is relevant provided that excipients are addressed 
separately from active pharmaceutical ingredients and that specific requirements will apply 
which are different from those applicable to active pharmaceutical ingredients. The 
Manufacturing Authorisation Holder holds responsibility for ensuring that the quality of 
excipients is fit for purpose and this provision is already embedded in EU Good 
Manufacturing Practices (GMP) for medicinal products for human use.
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Amendment 18

Proposal for a directive – amending act
Recital 15 a (new)

Text proposed by the Commission Amendment

(15a) Member States should ensure public 
health and safeguard the competitiveness 
of European firms by imposing effective, 
proportionate, dissuasive and equivalent 
penalties aimed at preventing falsified 
medicinal products from entering the 
legal supply chain.

Justification

In order effectively to combat the counterfeiting of medicinal products, the Member States 
need both to adopt a set of effective, proportionate and dissuasive legal provisions and ensure 
that uniform penalties apply at European level.

Amendment 19

Proposal for a directive – amending act
Recital 17 a (new)

Text proposed by the Commission Amendment

(17a) In order to identify each individual 
package of medicinal products subject to 
medical prescription other than 
radiopharmaceuticals, certain product 
characteristics (i.e. product code, expiry 
date, lot number) should appear amongst 
the safety features. This information 
should be available in a machine-readable 
format which is harmonised across 
Europe using an international coding 
standard.

Justification

An end-to-end product verification system should allow a systematic control of each pack's 
serial numbers at the point of dispensing before it reaches the patient. This requires that all 
prescription-only medicinal products, other than radiopharmaceuticals, carry a serialisation 
number that identifies the individual package in a harmonised and standardised way across 
Europe. 



PE430.741v02-00 16/50 AD\809722EN.doc

EN

Amendment 20

Proposal for a directive – amending act
Recital 18 a (new)

Text proposed by the Commission Amendment

(18a) The Member States should 
cooperate to enforce existing restrictions 
on illegal trading in medicinal products 
over the Internet, including by means of 
Europol.

Amendment 21

Proposal for a directive – amending act
Article 1 – point -1 (new)
Directive 2001/83/EC
Article 1 – point 3 a (new)

Text proposed by the Commission Amendment

(-1) In Article 1, the following point 3a is 
inserted:

"3a. Excipient: 

Any constituent of a pharmaceutical form 
apart from the active substance. Excipients 
include, for example, fillers, disintegrants, 
lubricants, colouring matters, antioxidants, 
preservatives, adjuvants, stabilisers, 
thickeners, emulsifiers, solubilisers, 
permeation enhancers, flavouring and 
aromatic substances, as well as the 
constituents of the outer covering of the 
medicinal products, for example gelatine 
capsules."

Justification

A definition on excipients is needed. As an excipient is an essential part of the finished 
medicinal product The definition is in accordance with the EMEA CHMP Guidelines on 
excipients. 

Amendment 22
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Proposal for a directive – amending act
Article 1 – point -1 a (new)
Directive 2001/83/EC
Article 1 – point 5 a (new)

Text proposed by the Commission Amendment

(-1a) In Article 1, the following point 5a is 
inserted:
'5a. Falsified medicinal product:

Any medicinal product that has been 
deliberately falsified in relation to its:
(a) identity, including its packaging,
labelling, name or  composition in terms 
of both ingredients, including exipients 
and active ingredients, or  the dosage 
thereof;
and/or

(b) source, including the manufacturer, 
the country of manufacture, the country 
of origin or the marketing authorisation 
holder;
and/or 

(c) history, including the registers or 
documents enabling the distribution chain 
to be identified.
The Commission shall, in cooperation 
with the Agency and Member State 
authorities, adopt acts updating this 
definition on the basis of technical and 
scientific progress and international 
agreements. Those acts, designed to 
amend non-essential elements of this 
Directive by supplementing it, shall be 
adopted in accordance with the procedure 
referred to in Article 290 of the Treaty on 
the Functioning of the European Union.
This definition is not related to 
infringements of legislation on 
intellectual and industrial property rights 
or patent rights.
This definition does not include 
manufacturing errors.'
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Justification
In order to be able effectively to combat the entry of falsified medicines into the legal supply 
chain, we need a clear and exhaustive definition of the term 'falsified medicinal product', not 
least with a view to tightening up penalties. Manufacturing errors should not be included in 
the definition.
Amendment 23

Proposal for a directive – amending act
Article 1 – point 1
Directive 2001/83/EC
Article 1 – point 17a

Text proposed by the Commission Amendment

‘17a. Trading of medicinal products:

All activities consisting of negotiating 
independently on behalf of another 
person the sale or the purchase of 
medicinal products, or billing or 
brokering medicinal products, apart from 
supplying medicinal products to the public, 
and not falling under the definition of 
wholesale distribution.’

‘17a. Trading of medicinal products:

All activities consisting of the sale,
purchase or billing of medicinal products,
apart from the physical handling and 
supply of medicinal products to the public, 
and not falling under the definition of 
wholesale distribution.’

Justification

Definitions used in the Directive should be easily understood and should not result in any 
uncertainty as to their meaning. Therefore, definitions must distinguish between trading and 
brokering, the former includes cases where the trader is owner of the product, the latter not, 
whereas both take no physical possession of products and therefore do not control their 
handling.

Amendment 24

Proposal for a directive – amending act
Article 1 - point 1 a (new)
Directive 2001/83/EC
Article 1 – point 17 b (new)

Text proposed by the Commission Amendment

1a) In Article 1, the following point 17b is 
inserted:

'17b. Brokering of medicinal products: 
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All activities not including the possession 
and/or physical handling of medicinal 
products and consisting of negotiating 
independently on behalf of another 
person the sale or purchase of medicinal 
products or in billing on behalf of another 
person or engaging in any form of 
brokering of medicinal products with the 
exception of wholesale and retail 
distribution.'

Justification

In order to be able effectively to combat the entry of falsified medicines into the legal supply 
chain, we need a clear and exhaustive definition of all those working in the sector – not only 
producers and wholesale distributors, but also traders and brokers of medicinal products. It 
is therefore essential for such persons also to be subject to a rigorous accreditation, 
verification and good-practice system. This must apply to parallel traders as well.

Amendment 25

Proposal for a directive – amending act
Article 1 – point 1 b (new)
Directive 2001/83/EC
Article 1 – point 18 b (new)

Text proposed by the Commission Amendment

(1b) In Article 1, the following point 18b 
is inserted:
"18b. Persons authorised to supply 
medicinal products:
Persons or entities in the possession of a 
wholesale distribution authorisation 
without prejudice to persons or entities 
exempt from holding an authorisation to 
supply medicinal products."

Justification

 A definition should be included to explain the meaning of “persons authorized to supply 
medicinal products” as this terms is used in the current Directive without definition. This 
definition is needed to ensure the adequate and continuous supply of medicines through 
persons authorized to supply medicinal products to the public. In order to provide effective 
protection against counterfeit medicines all participants in and around the supply chain 
should be clearly identified, their activities defined, fully licensed, controlled and inspected.
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Amendment 26

Proposal for a directive – amending act
Article 1 – point 2 a (new)
Directive 2001/83/EC
Article 2 – paragraph 3 a (new)

Text proposed by the Commission Amendment

(2a) In Article 2, the following paragraph 
3a is inserted:
'3a. The provisions of this Directive shall 
be without prejudice to the right of the 
Member States to restrict or prohibit 
trading in prescription medicinal products 
over the Internet.'

Amendment 27

Proposal for a directive – amending act
Article 1 – point 3 – point a
Directive 2001/83/EC
Article 46 – point f – subparagraph 1

Text proposed by the Commission Amendment

'(f) to comply with the principles and 
guidelines of good manufacturing practice 
for medicinal products and to use as 
starting materials only active substances, 
which have been manufactured in 
accordance with the detailed guidelines on 
good manufacturing practice for starting 
materials. To this end, the holder of the 
manufacturing authorization shall verify 
compliance of the active substances 
manufacturer with good manufacturing 
practices by himself or through a body 
accredited for this purpose by the 
competent authority of a Member State.’

'(f) to comply with the principles and 
guidelines of good manufacturing practice 
for medicinal products and to use as 
starting materials only active substances, 
which have been manufactured in 
accordance with the detailed guidelines on 
good manufacturing practice for starting 
materials. To this end, the holder of the 
manufacturing authorisation shall ensure 
that production operations are conducted 
in accordance with the guidelines and 
standards of good manufacturing practice 
in force within the Union through the 
performance of mandatory inspections by 
the competent Union authorities or the 
authorities of countries with which 
mutual recognition agreements covering, 
inter alia, active pharmaceutical 
ingredients, are in force.'  
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Justification

To ensure that public health is properly protected, the competent authorities of the Member 
States should inspect production sites, in cooperation with the EMEA.  In cases where there 
were a number of different accredited private bodies, there would be uncertainty about the 
effectiveness of inspections and confusion as to who was responsible for ensuring the 
accuracy of inspection findings, and the ambiguous relationship betweens firm being 
inspected and the bodies inspecting them could give rise to a risk of corruption.  

Amendment 28

Proposal for a directive – amending act
Article 1 – point 3 - point a 
Directive 2001/83/EC
Article 46 – point f – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The manufacturing authorisation holder 
shall ensure that excipients are assessed 
as being suitable for use in 
pharmaceutical products following the 
specific good manufacturing practices as 
developed by the Commission in 
accordance with Article 47. The 
manufacturing authorisation holder shall 
also ensure that the process by which the 
assessment is achieved is described in a 
quality system which is available for
inspection by competent authorities.

Justification

Acitve Pharmaceutica Ingredients (API’s) and excipients have very different supply chain 
characteristics. Both excipients and active pharmaceutical ingredients should be subject to
relevant good manufacturing practices developed at the European level taking into account 
their own specificities.

Amendment 29

Proposal for a directive – amending act
Article 1 – point 3 - point b 
Directive 2001/83/EC
Article 46 – point g

Text proposed by the Commission Amendment

'(g) to inform the competent authority of 
products he gets knowledge of which are or 

'(g) to inform the competent authority of 
products he gets knowledge of which are or 
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which are suspected to be falsified in 
relation to the identity, history or source of 
products manufactured by him.'

which are reliably suspected to be falsified 
in relation to the identity, history or source 
of products manufactured by him.'

Amendment 30

Proposal for a directive – amending act
Article 1 – point 3 – point b a (new)
Directive 2001/83/EC
Article 46 – point g a (new)

Text proposed by the Commission Amendment

(ba) The following point (ga) is added: 

'(ga)  to assume legal liability for the 
accuracy of the findings of inspections 
and checks he has carried out or 
commissioned, without it being possible 
to delegate that liability.' 

Justification

Inspections and checks need to be performed to ensure that medicinal products are 
manufactured in accordance with good manufacturing practice. In this connection, the 
manufacturing authorisation holder needs to be held liable for both the manufactured 
products and the starting materials purchased. The manufacturer's liability for inspection 
findings therefore needs to be established, all the more so if he has the option of having 
inspections carried out by a body accredited for that purpose. 

Amendment 31

Proposal for a directive – amending act
Article 1 – point 3 - point b b (new) 
Directive 2001/83/EC
Article 46 – point g b (new)

Text proposed by the Commission Amendment

(bb) The following point (gb) is added:
''(gb) to make the importation of the 
active principles from third countries
subject to specific and stringent 
monitoring, in order to check whether 
good manufacturing practices have been 
adhered to and the intrinsic quality of the 
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active principles.'

Justification

It is desirable to make monitoring more stringent, particularly in the case of imports of active 
principles from third countries, albeit without forgetting the requirement to distinguish 
monitoring of good manufacturing practice (and lastly of the quality of the active principles) 
from checking so-called falsity or falsification, which concerns any patent-holders.

Amendment 32

Proposal for a directive – amending act
Article 1 – point 4
Directive 2001/83/EC
Article 46b – paragraph 2

Text proposed by the Commission Amendment

2. Active substances used as starting 
material shall only be imported if:

2. Active substances used as starting 
material may only be imported if:

(a) they have been manufactured by 
applying standards of good manufacturing 
practice at least equivalent to those laid 
down by the Community; and

(a) they have been manufactured by 
applying standards of good manufacturing 
practice at least equivalent to those laid 
down by the Union; and

(b) they are accompanied by a written 
confirmation from the exporting third 
country that the standards of good 
manufacturing practice applicable to the 
plant manufacturing the exported active 
substance are at least equivalent to those 
laid down by the Community, and that the 
plant is subject to control and 
enforcement ensuring that those good 
manufacturing practices cannot be 
circumvented.

(b) they have, in the past three years, 
successfully passed an inspection 
specifically covering active 
pharmaceutical ingredients carried out by 
a competent Union authority or an 
authority of a country with which a 
mutual recognition agreement is in force. 
The passing of the inspection shall be 
documented by a certificate issued by a 
competent authority, attesting compliance 
with good manufacturing practice. 

Justification

Written confirmation from the exporting third country that good manufacturing practice has 
been complied with by the plant manufacturing the exported active substance is not a proper 
and sufficient guarantee. To ensure public health and safeguard the competitiveness of 
European firms, production sites need to be inspected by the competent national authorities. 
This system will act as an incentive for foreign producers to ask their countries of origin to 
conclude mutual recognition agreements with the European Union.
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Amendment 33

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Article 47 – paragraph 2 a (new)

Text proposed by the Commission Amendment

The principles by which the 
manufacturing authorisation holder 
ensures that excipients are suitable for 
use in manufacturing operations, carried 
out using risk-based analysis under the 
principles of good manufacturing 
practices, shall be adopted in the form of 
guidelines. 

Justification

Appropriate and proportionate guidelines shall be developed for excipients and active 
substances as their supply chain characteristics are very different. It is proposed that already 
exiting guidance form the basis of controls to be applied to excipients and augmented by 
additional appropriate requirements, when necessary. This proposal would be a pragmatic 
approach which would fulfil the requirements of current legislation and build on effective 
systems already in place.

Amendment 34

Proposal for a directive – amending act
Article 1 – point 7
Directive 2001/83/EC
Article 52b – paragraph 1

Text proposed by the Commission Amendment

1. Notwithstanding Article 2(1), and 
without prejudice to Title VII, Member 
States shall ensure that medicinal products 
not intended to be placed on the market are 
not introduced into the Community if there 
are reasons to believe that the products 
claim a falsified identity, history or source.

1. Notwithstanding Article 2(1), and 
without prejudice to Title VII, Member 
States shall ensure that medicinal products 
not intended to be placed on the market are 
not introduced into and do not transit 
through the Community if there are 
reasons to believe that the products claim a 
falsified identity, history or source.

Justification

To ensure the safety of the supply chain, Member States need to monitor medicinal products 
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in transit through the EU, even where the products concerned are intended for a foreign 
market.

Amendment 35

Proposal for a directive – amending act
Article 1 – point 8
Directive 2001/83/EC
Article 54 – point o

Text proposed by the Commission Amendment

o) safety features making it possible to 
ascertain identification, authenticity and 
traceability of medicinal products, other 
than radiopharmaceuticals, subject to 
medical prescription as defined in Title VI.

(o) safety features making it possible to 
ascertain identification, authenticity and 
traceability of medicinal products subject 
to medical prescription as defined in Title 
VI, other than radiopharmaceuticals and 
medicinal products which due to their 
specific characteristics are not suitable for 
distribution through a wholesaler and  
pharmacy and therefore are sold directly 
by the producer to a clinical establishment 
where they are directly administered to 
the patient; safety features may be 
applied, on the basis of a case-by-case 
analysis, to non-prescription medicinal 
products where the risk related to the 
product indicates, on the basis of the 
criteria set out in Article 54a(4), that there 
are reasonable grounds for considering 
that the product may be falsified.

Justification

An effective system for identifying, authenticating and tracing medicinal products on the basis 
of the risk assessment provided for in Article 54a(4) needs to be developed. As far as 
implementation of safety features are concerned, the product's specific characteristics need to 
be taken into account so as not to generate disproportionately high costs. It would be 
counterproductive to impose safety features for medicines sold directly by producers, without 
any brokering, to clinical establishments at which they are directly administered to patient 
(facilities providing medical treatment).

Amendment 36
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Proposal for a directive – amending act
Article 1 – point 8
Directive 2001/83/EC
Article 54 – point o – subparagraph 1 a (new)

Text proposed by the Commission Amendment

These safety features shall be applied 
without discrimination among marketing 
channels.

Amendment 37

Proposal for a directive – amending act
Article 1 – point 8 a (new)
Directive 2001/83/EC
Article 54 – point o a (new)

Text proposed by the Commission Amendment

(8a) In Article 54, the following point (oa) 
is added:
'(oa) with a view to ensuring the 
traceability of the active ingredient, 
details of the product's source (country, 
firm, production site).'

Justification

An effective system for identifying, authenticating and tracing medicinal products on the basis 
of the risk assessment provided for in Article 54a(4) needs to be developed. When the safety 
features are laid down, the product's specific characteristics need to be taken into account so 
as not to generate disproportionately high costs.  For example, it would be counter-
productive to impose safety features for medicines sold directly by producers, without any 
brokering, to healthcare facilities at which they are provided to patients.

Amendment 38

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) The manufacturing authorisation holder 
complies with point (o) of Article 54 by 

(b) The manufacturing authorisation holder 
complies with point (o) of Article 54 by 
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replacing the safety feature with a safety 
feature which is equivalent as regards the 
possibility to ascertain identification, 
authenticity and uninterrupted traceability 
of the medicinal product, and without 
opening the immediate packaging as 
defined in Article 1(23);

replacing the safety features with safety 
features which are qualitatively and 
quantitatively equivalent as regards the 
possibility to ascertain identification, 
authenticity and uninterrupted traceability 
of the medicinal product, and without 
opening the immediate packaging as 
defined in Article 1(23);

Justification

Opening a medicine pack for repackaging is always a delicate operation, because it provides 
the ideal opportunity to replace authentic medicines with falsified ones.   This is why the 
person carrying out the operation must be duly authorised to do so and be subject to strict 
controls. When a product is repackaged, it must be ensured that safety features that are 
qualitatively and quantitatively equivalent to those affixed by the producer are affixed to the 
new packaging.

Amendment 39

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54 a – paragraph 2 – point b – subparagraph 1 a (new)

Text proposed by the Commission Amendment

Safety features shall be considered 
equivalent when they offer the same level 
of efficacy for ascertaining identification, 
authentication, traceability and absence 
of tampering, as well as the same level of 
technical difficulty for duplication. When 
removing, replacing or covering the safety 
feature, this point should also be 
applicable to the new safety feature, 
unless the primary safety feature is a 
covert one and therefore cannot be 
recognised;

Justification

To ensure that parallel traders can indeed apply equivalent safety features during the process 
of re-packaging, this directive has to introduce the different categories of equivalent safety 
features according to specific criteria, recognising the fact covert safety features cannot be 
verified without prior information. 
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Amendment 40

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 2 – point c a (new)

Text proposed by the Commission Amendment

(ca) The manufacturing authorisation 
holder clearly indicates on the outer 
packaging when original safety features 
have been partly or fully removed or 
covered up;

Justification

Patients and others actors in the supply chain must be explicitly informed via a label on the 
pack where original safety features have been removed and replaced.

Amendment 41

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 3 

Text proposed by the Commission Amendment

(3) Manufacturing authorisation holders 
shall be liable for damages in accordance 
with Council Directive 85/374/EEC caused 
by medicinal products which are falsified 
in terms of their identity.

(3) Manufacturing authorisation holders
referred to in paragraph 2 of this Article
shall be considered producers under 
Council Directive 85/374/EEC. They shall 
be liable for damages caused by medicinal 
products which are falsified in terms of 
their identity to the original manufacturer, 
to the holder of the marketing 
authorisation and to consumers.

Justification

Clarification is required to ensure that manufacturing authorisation holders, which 
repackage products, will be strictly liable for all their activities, including where falsified 
medicines enter into the supply chain. 

Amendment 42
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Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 4 – subparagraphs 1, 2

Text proposed by the Commission Amendment

4. The Commission shall adopt the 
measures necessary for the implementation 
of point (o) of Article 54 and of paragraphs 
(1) and (2) of this Article. 

4. The Commission shall adopt acts 
containing the measures necessary for the 
implementation of point (o) of Article 54 
and of paragraphs (1) and (2) of this 
Article. Before formulating a specific 
proposal as provided for by Article 54(o), 
the Commission shall perform an impact 
assessment of the costs and benefits of the 
anti-counterfeiting systems currently in 
force and consult interested parties about 
the implementation and use of such 
authenticating seals. 

Those measures, designed to amend non-
essential elements of this Directive by 
supplementing it, shall be adopted in 
accordance with the regulatory procedure 
with scrutiny referred to in Article 
121(2a).

Those acts, designed to amend non-
essential elements of this Directive by 
supplementing it, shall be adopted in 
accordance with the procedure referred to 
in Article 290 of the Treaty on the 
Functioning of the European Union.

Justification
There are various options for anti-counterfeiting technologies, such as one-dimensional code, 
data matrices, seals, holograms, RFID, etc. Before choosing a specific anti-counterfeiting 
seal, the Commission should perform an impact assessment in order to evaluate all the pros 
and cons of the seals available on the market and should take account of current experience 
and the results of the pilot projects which have been completed.

Amendment 43

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 4 – subparagraph 3 – point e a (new) 

Text proposed by the Commission Amendment

(ea) if the product is delivered directly, 
without the involvement of third parties, 
such as wholesale distributors, traders or 
brokers, to a healthcare setting in which 
the product is administered directly to the 
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patient.

Amendment 44

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 4 – subparagraph 5

Text proposed by the Commission Amendment

The measures referred to in this paragraph 
shall take due account of the legitimate 
interests to protect information of a 
commercially confidential nature and of 
the protection of industrial and commercial 
property rights.’

The measures referred to in this paragraph 
shall take due account of the legitimate 
interests to protect information of a 
commercially confidential nature and of 
the protection of industrial and commercial 
property rights. Member States shall 
ensure that the ownership and 
confidentiality of the data generated by 
using technology to combat counterfeiting 
of pharmaceutical products are respected.'

Justification

The use of anti-counterfeiting seals to check the authenticity of pharmaceuticals may generate 
data which might be commercially and personally sensitive. The ownership of such data 
should be respected. Data on personal consumption of pharmaceuticals should be subject to 
the relevant data protection legislation and codes of ethics in force at national level.

Amendment 45

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. Paragraphs 2 and 3 shall also apply to 
a manufacturing authorisation holder 
who partly or fully removes or covers-up 
safety features that are applied on a 
voluntary basis to medicinal products that 
are subject to medical prescription by the 
original manufacturer for purposes 
referred to in paragraph 2.
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Justification
Even after the Directive comes into force, it is unlikely that any concrete measures will 
actually be in place for some years.  As a result, interim measures should continue until the 
full measures can be put into place.  These measures should require inter alia that 
manufacturing authorization holders, (including repackagers) who remove or cover up overt 
safety features applied on a voluntary basis by the originator, replace them with equivalent 
overt safety features, and be held strictly liable in the case of counterfeits entering the supply 
chain as a result of their actions. 

Amendment 46

Proposal for a directive – amending act
Article 1 – point 9
Directive 2001/83/EC
Article 54a – paragraph 4 b (new)

Text proposed by the Commission Amendment

4b. As from [insert date: 36 months after 
publication] all medicinal products 
subject to medical prescription other than 
radiopharmaceuticals must, from the time 
of the batch release pursuant to Article 
51, carry a serialisation number that 
identifies the individual package 
unequivocally.

Justification

 An end-to-end product verification system should allow a systematic control of each pack's 
serial numbers at the point of dispensing before it reaches the patient. This requires that all 
prescription-only medicinal products, other than radiopharmaceuticals, carry a serialisation 
number that identifies the individual package in a harmonised and standardised way across 
Europe.

Amendment 47

Proposal for a directive – amending act
Article 1 – point 11
Directive 2001/83/EC
Title VII - heading

Text proposed by the Commission Amendment

‘Wholesale distribution and trading of 
medicinal products’;

‘Wholesale distribution, brokering and 
trading of medicinal products’;
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Justification

To ensure the safety of pharmaceutical products, due account needs to be taken of all those 
working in the sector and not just wholesale distributors and traders.

Amendment 48

Proposal for a directive – amending act
Article 1 – point 12
Directive 2001/83/EC
Article 77 – paragraph 4 

Text proposed by the Commission Amendment

'4. The Member States shall forward to the 
Agency a copy of the authorization 
referred to in paragraph 1. The Agency 
shall enter that information in the 
Community database referred to in Article 
111(6). At the request of the Commission 
or any Member State, Member States shall 
supply all appropriate information 
concerning the individual authorization 
which they have granted under paragraph 
1.'

'4. The Member States shall forward to the 
Agency a copy of the authorization 
referred to in paragraph 1. The Agency 
shall enter that information in the 
Community database referred to in Article 
111(6). At the request of the Commission 
or any Member State, Member States shall 
supply, within a reasonable period of 
time, all appropriate information 
concerning the individual authorization 
which they have granted under paragraph 
1.'

Amendment 49

Proposal for a directive – amending act
Article 1 – point 12 a (new)
Directive 2001/83/EC
Article 77 – paragraph 6

Text proposed by the Commission Amendment

(12a) In Article 77, paragraph 6 is 
replaced by the following:
'6. The Member State which granted the 
authorisation referred to in paragraph 1 
shall suspend or revoke that 
authorisation, after having notified the 
holder thereof,  if the conditions of 
authorisation cease to be met or if the 
authorisation has not been used for more 
than three years, except in cases where 
the authorisation was not used on account 
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of the time reasonably necessary to 
comply with the obligations under this 
Directive, and shall forthwith inform the 
other Member States and the 
Commission thereof.'

Justification

In many Member States, wholesale distribution authorisations have been issued but are not 
currently in use. This situation artificially increases the number of stakeholders and 
unnecessarily complicates the market and, thereby, the system of controls. It is important to 
ensure, however, that such authorisations are not suspended or revoked in cases where they 
are not being used on account of the time reasonably necessary to comply with the 
obligations under the Directive.  The authorisation holder therefore needs to be notified 
beforehand, so as to avoid any unwarranted suspensions.

Amendment 50

Proposal for a directive – amending act
Article 1 – point 12 b (new)
Directive 2001/83/EC
Article 79 a (new)

Text proposed by the Commission Amendment

(12b) The following Article 79a is 
inserted:
'Article 79a
The Commission shall, in cooperation 
with the Agency and Member State 
authorities, lay down rules and criteria for 
obtaining medicinal product trading and 
brokering licences.
Applicants shall, as a minimum 
requirement:
(a) have a permanent address and supply 
details enabling their official trading or 
brokering offices to be clearly and 
unambiguously identified;
(b) undertake to ensure that their business 
is conducted solely with persons or bodies 
meeting the requirements set out in 
Article 80.'

Justification

To ensure the safety of pharmaceutical products, due account needs to be taken of all those 
working in the sector – not just wholesale distributors – all of whom need to be subject to a 
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rigorous accreditation, verification and good-practice system. This must apply to parallel 
traders as well.

Amendment 51

Proposal for a directive – amending act
Article 1 – point 13 – point -a (new)
Directive 2001/83/EC
Article 80 – introductory part

Text proposed by the Commission Amendment

(-a) The introductory part is replaced by 
the following:
'Holders of the distribution 
authorisation, holders of the trading 
authorisation and holders of the 
brokering authorisation for medicinal 
products must fulfil the following 
minimum requirements:'

Justification

See previous justification.

Amendment 52

Proposal for a directive – amending act
Article 1 – point 13 – point a
Directive 2001/83/EC
Article 80 – point e 

Text proposed by the Commission Amendment

(e) they must keep records either in the 
form of purchase/sales invoices or on 
computer, or in any other form, giving for 
any transaction in medicinal products 
received, dispatched or traded at least the 
following information:

(e) they must keep records either in the 
form of purchase/sales invoices or on 
computer, or in any other form, giving for 
any transaction in medicinal products 
received, dispatched, traded or brokered at 
least the following information:

– date, – date,
– name of the medicinal product, – name of the medicinal product,
– quantity received, supplied or traded, – quantity received, supplied, traded or 

brokered,
– name and address of the supplier or 
consignee, as appropriate;’

– name and address of the supplier or 
consignee, as appropriate;’
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Amendment 53

Proposal for a directive – amending act
Article 1 – point 13 – point a a (new)
Directive 2001/83/EC
Article 80 – point g

Text proposed by the Commission Amendment

(aa) Point (g) is replaced by the following:
'(g) they must comply with the principles 
and guidelines of good distribution, 
trading and brokering practice for 
medicinal products as laid down in 
Article 84.'

Justification

See above justification.

Amendment 54

Proposal for a directive – amending act
Article 1 – point 13 – point b
Directive 2001/83/EC
Article 80 – point i – introductory part

Text proposed by the Commission Amendment

(i) they must inform the competent 
authority of products they receive which 
they identify as infringing, or they suspect 
of infringing, either of the following:

(i) they must inform the competent 
authority of products they receive, trade or 
broker which they identify as infringing, or 
they suspect of infringing, either of the 
following:

Justification

See previous justification.

Amendment 55

Proposal for a directive – amending act
Article 1 – point 13 – point c
Directive 2001/83/EC
Article 80 – subparagraph 2
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Text proposed by the Commission Amendment

For the purpose of point (b), in the case 
where the product is obtained from another 
wholesale distributor, holders of the 
wholesale distribution authorisation must 
verify compliance with good distribution 
practices of the supplying wholesale 
distributor either by themselves or through 
a body accredited for that purpose by the 
competent authority of a Member State.

For the purpose of point (b), in the case 
where the product is obtained from another 
wholesale distributor, holders of the 
wholesale distribution authorisation must 
verify compliance with good distribution 
practices of the supplying wholesale 
distributor and check that the latter holds 
a wholesale distribution authorisation.

Justification

Certainty as to the source and quality of active pharmaceutical ingredients is of essential 
importance. To ensure compliance with good manufacturing practice, everyone involved must 
be duly authorised to conduct their specific business and must undergo thorough inspections 
on a regular basis. 

Amendment 56

Proposal for a directive – amending act
Article 1 – point 13 a (new)
Directive 2001/83/EC
Article 84

Text proposed by the Commission Amendment

(13a) Article 84 is replaced by the 
following:

'Article 84

The Commission shall publish guidelines 
on good distribution, trading and 
brokering practice for medicinal 
products. To this end, it shall consult the 
Committee for Proprietary Medicinal 
Products and the Pharmaceutical 
Committee established by Council 
Decision 75/320/EEC1.
1 OJ L 147, 9.6.1975, p. 23.'

Justification

To ensure the safety of pharmaceutical products, due account needs to be taken of all those 
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working in the sector – not just wholesale distributors – all of whom need to be subject to a 
rigorous accreditation, verification and good-practice system. This must apply to parallel 
traders as well.

Amendment 57

Proposal for a directive – amending act
Article 1 – point 13 b (new)
Directive 2001/83/EC
Article 84 a (new) 

Text proposed by the Commission Amendment

(13b) The following Article 84a is 
inserted:
"Article 84a
The Commission shall publish guidelines 
on specific good manufacturing practices 
for active pharmaceutical ingredients and 
specific good manufacturing practices for 
excipients. To this end, it shall consult the 
Committee for Proprietary Medicinal 
Products established by Council Directive 
75/319/EEC and the Pharmaceutical 
Committee established by Council
Decision 75/320/EEC."

Justification

Both excipients and active pharmaceutical ingredients should be subject to relevant good 
manufacturing practices developed at the European level taking into account their own 
specificities. The European Commission is called to develop specific GMP for APIs and 
specific GMPs for Excipeints taking into account the very characteristics of those two 
different categories of ingredients and specially the fact that excipients have no therapeutic 
activity.

Amendment 58

Proposal for a directive – amending act
Article 1 – point 14
Directive 2001/83/EC
Article 85b

Text proposed by the Commission Amendment

Persons trading medicinal products shall Persons trading or brokering medicinal 
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ensure that the traded medicinal products 
are covered by a marketing authorization
granted pursuant to Regulation (EC) No 
726/2004 or by the competent authorities 
of a Member State in accordance with this 
Directive. In addition, the requirements 
set out in Article 80(d) to (h) shall apply.

products shall ensure that the traded or 
brokered medicinal products are covered 
by a marketing authorisation granted 
pursuant to Regulation (EC) No 726/2004 
or by the competent authorities of a 
Member State in accordance with this 
Directive. 

They shall notify their activity to the 
competent authority of the Member State 
where they are established.

They shall notify their activity to the 
competent authority of the Member State 
where they are established, which shall 
inform the Agency.

Justification

Persons or entities trading or brokering medicinal products should be obliged to verify that 
products traded or brokered are covered by a valid marketing authorization. The national 
notification procedure should be strengthened by a Community database similar to the 
requirements for the holders of wholesale distribution authorization in order to make all 
participants transparent.

Amendment 59

Proposal for a directive – amending act
Article 1 – point 14 a (new)
Directive 2001/83/EC
Article 88 b (new)

Text proposed by the Commission Amendment

14a) The following Article 88b is inserted:
"Article 88b
Member States, in cooperation with the 
Commission and after consultation with 
representatives of stakeholders, shall 
devise an information strategy relating to 
the safety of consignments of medicinal 
products. The strategy shall take account 
of the various national legal provisions 
concerning the supply of medicinal 
products and the risks associated with 
certain types of supply of medicinal 
products and with illegal trading on the 
Internet."

Justification

The Internet is the main source of illegal medicinal products. Citizens should be advised not 
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to order medicinal products through illegal channels. In particular, public information 
measures should be promoted in the Member States and throughout Europe.

Amendment 60

Proposal for a directive – amending act
Article 1 – point 14 b (new)
Directive 2001/83/EC
Article 97 – paragraph 5 a (new)

Text proposed by the Commission Amendment

(14b) In Article 97, the following 
paragraph 5a is added:
"5a. The Commission shall ensure, in 
cooperation with the Agency and national 
authorities, that manufacturers, 
importers, wholesale distributors, traders 
and brokers, either collectively or 
individually, promote public information 
campaigns in the various media (press, 
television, radio, Internet) to raise 
awareness of the risks connected with the 
purchase of falsified medicinal products 
on the Internet."

Justification
The public needs to be made aware of the risks attached to purchases of medicinal products 
over the internet and given information on how to distinguish between authorised on-line 
pharmacies and illicit distributors. Given the financial resources available to manufacturers, 
importers, wholesale distributors, traders and brokers and given that it is in their best interest 
to protect their consumers and their reputation, information campaigns should be industry-
led with the Commission having a supervisory role to ensure that campaigns are carried out.

Amendment 61

Proposal for a directive – amending act
Article 1 – point 15 – point -a (new)
Directive 2001/83/EC
Article 111 – paragraph 1

Text proposed by the Commission Amendment

(-a) Paragraph 1 is replaced by the 
following: 
'1. The competent authorities of the 
Member State concerned shall, under the 
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Agency's coordination, ensure, by means 
of repeated, and where necessary 
unannounced, inspections, that the legal 
requirements governing medicinal 
products are complied with, where 
appropriate commissioning an official 
medicinal product test laboratory or 
another laboratory designated for that 
purpose to carry out sampling tests. 
Such inspections shall be carried out by 
officials representing the competent 
authority who shall be empowered to:
(a) inspect manufacturing or 
commercial establishments and any 
laboratories entrusted by the holder of 
the manufacturing authorisation with 
the task of carrying out checks pursuant 
to Article 20;
(b) take samples;
(c) examine any documents relating to 
the object of the inspection, subject to 
the provisions in force in the Member 
States on 21 May 1975 which place 
restrictions on these powers with regard 
to the descriptions of the method of 
preparation.'

Justification

To ensure the safety of pharmaceutical products, the inspection arrangements need to be 
fleshed out and applied across the board.

Amendment 62

Proposal for a directive – amending act
Article 1 – point 15 – point a a (new)
Directive 2001/83/EC
Article 111 – paragraph 2 

Text proposed by the Commission Amendment

(aa) Paragraph 2 is replaced by the 
following:
'2. The competent authorities may carry 
out repeated, and where necessary 
unannounced, inspections of the premises 
of producers, distributors or importers of 
active ingredients used as starting 
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materials, the premises of manufacturing 
authorisation holders, the premises of 
medicinal product traders and brokers or 
the premises of excipient producers, 
importers and distributors where there are 
sound grounds for suspecting, on the 
basis of information available to the 
authorities or of previous cases, that legal 
obligations and/or the guidelines are not 
being complied with. Such inspections 
may also be carried out at the request of a 
Member State, the Commission or the 
Agency.'

Justification

See previous justification.

Amendment 63

Proposal for a directive – amending act
Article 1 – point 15 – point b
Directive 2001/83/EC
Article 111 – paragraph 3

Text proposed by the Commission Amendment

3. After every inspection as referred to in 
paragraph 1, the competent authority shall 
report on whether the manufacturer, 
importer, or wholesale distributor complies 
with the principles and guidelines of good 
manufacturing practice and good 
distribution practices referred to in Articles 
47 and 84 or on whether the marketing 
authorization holder complies with the 
requirements laid down in Title IX.

3. After every inspection as referred to in 
paragraph 1, the competent authority shall 
report on whether the manufacturer, 
importer, wholesale distributor, trader or 
broker complies with the principles and 
guidelines of good manufacturing practice 
and good distribution, trading and 
brokering practices referred to in Articles 
47 and 84 or on whether the marketing 
authorization holder complies with the 
requirements laid down in Title IX.

The competent authority which carried out 
the inspection shall communicate the 
content of those reports to the 
manufacturer, importer, marketing 
authorization holder, or to the wholesale 
distributor who has undergone the 
inspection.

The competent authority which carried out 
the inspection shall communicate the 
content of those reports to the 
manufacturer, importer, marketing 
authorisation holder, the wholesale 
distributor who has undergone the 
inspection or the trading or brokering 
authorisation holder.
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Before adopting the report, the competent 
authority shall give the manufacturer, 
importer, marketing authorization holder, 
or wholesale distributor concerned the 
opportunity to submit their comments.

Before adopting the report, the competent 
authority shall give the manufacturer, 
importer, marketing authorisation holder, 
wholesale distributor, trader or broker
concerned the opportunity to submit their 
comments.

Justification

To ensure the safety of pharmaceutical products, due account needs to be taken of all those 
working in the sector – not just wholesale distributors – all of whom need to be subject to a 
rigorous accreditation, verification and good-practice system. This must apply to parallel 
traders as well.

Amendment 64

Proposal for a directive – amending act
Article 1 – point 15 – point c
Directive 2001/83/EC
Article 111 – paragraph 5 – subparagraph 1

Text proposed by the Commission Amendment

5. Within 90 days of an inspection as 
referred to in paragraph 1, a certificate of 
good manufacturing practice or good 
distribution practice shall be issued to the 
manufacturer, importer, or wholesale 
distributor if the outcome of the inspection 
shows that the person complies with the 
principles and guidelines of good 
manufacturing practice or good 
distribution practice as provided for by 
Community legislation.

5. Within 90 days of an inspection as 
referred to in paragraph 1, a certificate of 
good manufacturing practice, good 
distribution practice, good trading practice 
or good brokering practice shall be issued 
to the manufacturer, importer, or wholesale 
distributor if the outcome of the inspection 
shows that the person complies with the 
principles and guidelines of good 
manufacturing practice, good distribution 
practice, good trading practice and good 
brokering practice as provided for by 
Union legislation.

Amendment 65

Proposal for a directive – amending act
Article 1 – point 15 – point c
Directive 2001/83/EC 
Article 111 – paragraph 6

Text proposed by the Commission Amendment

6. Member States shall enter the 6. Member States shall enter the 
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certificates of good manufacturing practice 
and good distribution practice which they 
issue in a Community database managed 
by the Agency on behalf of the 
Community.

certificates of good manufacturing practice,
good distribution practice, good trading 
practice and good brokering practice
which they issue in a Union database 
managed by the Agency on behalf of the 
Union.

Amendment 66

Proposal for a directive – amending act
Article 1 – point 15 – point c
Directive 2001/83/EC
Article 111 – paragraph 7

Text proposed by the Commission Amendment

7. If the outcome of the inspection as 
referred to in paragraph 1 is that the person 
does not comply with the principles and 
guidelines of good manufacturing practices 
or good distribution practices as provided 
for by Community legislation, the 
information shall be entered in the 
Community database referred to in 
paragraph 6.

7. If the outcome of the inspection as 
referred to in paragraph 1 is that the person 
does not comply with the principles and 
guidelines of good manufacturing 
practices, good distribution practices, good 
trading practices or good brokering 
practices as provided for by Union
legislation, the information shall be entered 
in the Union database referred to in 
paragraph 6 and the manufacturing and 
distribution processes shall cease 
forthwith.

Amendment 67

Proposal for a directive – amending act
Article 1 – point 16
Directive 2001/83/EC
Article 111a

Text proposed by the Commission Amendment

The Commission shall adopt detailed 
guidelines laying down the principles for 
inspections referred to in Article 111. 

The Commission shall adopt detailed 
guidelines laying down the principles for 
inspections referred to in Article 111 and, 
in particular, the Union and/or national 
bodies responsible for carrying out 
inspections.
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Justification

The Commission is proposing that the first inspection be carried out within three years of the 
third country being entered on the Article 111b list. It should instead be carried out prior to 
that country's inclusion on the list, not least because under Article 51(2) the qualified persons 
within EU firms are not required to carry out checks on products from countries with which 
the Community has concluded agreements guaranteeing that the products are of the required 
standard.

Amendment 68

Proposal for a directive – amending act
Article 1 – point 16
Directive 2001/83/EC
Article 111b – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. The Commission shall, following a 
request from a third country, list that 
country by way of a Decision if its 
regulatory framework for active substances 
exported to the Community and the 
respective control and enforcement ensure 
a protection of public health equivalent to 
that in the Community. Particular account 
shall be taken of:

1. The Commission shall, following a 
request from a third country and the 
satisfactory conclusion of the inspection 
by the body responsible on the basis of 
Article 111a, list that country by way of a 
Decision if its regulatory framework for 
active substances exported to the Union
and the respective control and enforcement 
ensure a protection of public health 
equivalent to that in the Union. Particular 
account shall be taken of:

Justification

In view of the exemption provided for in Article 51(2), the fact that the first inspection is 
scheduled to take place within three years of the third country being entered on the Article 
111b list would mean that the products concerned would be placed on the EU market and 
distributed to the public without having been subjected to any form of checking.

Amendment 69

Proposal for a directive – amending act
Article 1 – point 16
Directive 2001/83/EC
Article 111b – paragraph 2

Text proposed by the Commission Amendment

2. The Commission, in accordance with the 
procedure set out in Article 121(2), shall 

2. The Commission, in accordance with the 
procedure set out in Article 121(2), shall 
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adopt guidelines defining in detail the 
requirements set out in points (a) to (d) of 
paragraph 1.

adopt guidelines defining in detail the 
requirements set out in points (a) to (d) of 
paragraph 1, performing by means of the 
appropriate instruments, and possibly also 
by means of extraordinary measures, the 
verification and subsequent monitoring of 
the quality of the principles and safety.

Justification

It is desirable to make monitoring more stringent, particularly in the case of imports of active 
principles from third countries, albeit without forgetting the requirement to distinguish 
monitoring of good manufacturing practices (and lastly of the quality of the active principles) 
from checking so-called falsity or falsification, which concerns any patent-holders.

Amendment 70

Proposal for a directive – amending act
Article 1 – point 16
Directive 2001/83/EC
Article 111b – paragraph 3

Text proposed by the Commission Amendment

3. The Commission, in cooperation with 
the Agency and competent authorities of 
the Member States, shall verify regularly 
whether the conditions set out in paragraph 
1 are fulfilled. The first verification shall 
take place no later than 3 years after the 
country has been listed in accordance 
with paragraph 1.

3. The Commission, in cooperation with 
the Agency and competent authorities of 
the Member States, shall verify regularly 
whether the conditions set out in paragraph 
1 are fulfilled. The first verification shall 
be conducted with a view to confirming 
compliance with the criteria set out in 
paragraph 1 and shall be followed by 
regular verifications at intervals of no less 
than three years.

Justification

In view of the exemption provided for in Article 51(2), the fact that the first inspection is 
scheduled to take place within three years of the third country being entered on the Article 
111b list would mean that the products concerned would be placed on the EU market and 
distributed to the public without having been subjected to any form of checking.
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Amendment 71

Proposal for a directive – amending act
Article 1 – point 17
Directive 2001/83/EC
Article 118a

Text proposed by the Commission Amendment

The competent authorities shall issue the 
accreditation referred to in Articles 46(f) 
and 80(b) if the applicant can demonstrate 
that he is competent to carry out 
verification of compliance with good 
manufacturing practices or, in the case of 
wholesale distributors, good distribution 
practices.

The competent authorities shall issue the 
accreditation referred to in Articles 46(f) 
and 80(b) if the applicant can demonstrate 
that he is competent to carry out 
verification of compliance with good 
manufacturing practices or, in the case of 
wholesale distributors, good distribution 
practices or, in the case of traders, good 
trading practices or, in the case of 
brokers, good brokering practices.

Justification

To ensure the safety of pharmaceutical products, due account needs to be taken of all those 
working in the sector – not just wholesale distributors – all of whom need to be subject to a 
rigorous accreditation, verification and good-practice system. This must apply to parallel 
traders as well. 

Amendment 72

Proposal for a directive – amending act
Article 1 – point 17
Directive 2001/83/EC
Article 118b

Text proposed by the Commission Amendment

The Member States shall lay down the 
rules on penalties applicable to 
infringements of the national provisions 
adopted pursuant to this Directive and shall 
take all measures necessary to ensure that 
they are implemented. The penalties 
provided for must be effective, 
proportionate and dissuasive. The Member 
States shall notify those provisions to the 
Commission by [insert concrete date 18 
months after publication] at the latest and 
shall notify it without delay of any 

The Member States shall lay down the 
rules on penalties applicable to 
infringements of the national provisions 
adopted pursuant to this Directive and shall 
take all measures necessary to ensure that 
they are implemented. The penalties 
provided for must be effective, 
proportionate, dissuasive and equivalent. 
The Member States shall notify those 
provisions to the Commission by [insert 
concrete date 6 months after publication] 
at the latest and shall notify it without 
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subsequent amendment affecting them. delay of any subsequent amendment 
affecting them.

Justification

In order effectively to combat the counterfeiting of medicinal products, the Member States 
need both to adopt a set of effective, proportionate and dissuasive legal provisions and ensure 
that uniform penalties apply at European level. Given the major threat posed both to public 
health and the bond of trust between patients, pharmacists and producers, the provisions of 
this Directive need to be implemented extremely rapidly.

Amendment 73

Proposal for a directive – amending act
Article 1 – point 17
Directive 2001/83/EC
Article 118c a (new)

Text proposed by the Commission Amendment

Article 118ca

The Commission and the Member States 
shall cooperate closely with the Council of 
Europe on the establishment of a 
European Convention on the suppression 
of the falsification of medicinal products 
and trafficking in falsified medicines. The 
Convention covers the civil and criminal 
law aspects of falsification and trafficking 
of falsified medicinal products.

Justification

It has been noticed that the falsification of medicinal products has become an activity led by 
international criminal networks and it is not possible to tackle this public health issue only 
inside EU borders. Therefore, the European Union and Member States should support the 
signature and ratification of the new International Convention of the Council of Europe.

Amendment 74
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Proposal for a directive – amending act
Article 2 – paragraph 1

Text proposed by the Commission Amendment

1) Member States shall bring into force the 
laws, regulations and administrative 
provisions necessary to comply with this 
Directive by [insert concrete date 18 
months after publication] at the latest. 
They shall forthwith communicate to the 
Commission the text of those provisions 
and a correlation table between those 
provisions and this Directive.

1) Member States shall bring into force the 
laws, regulations and administrative 
provisions necessary to comply with this 
Directive by [insert concrete date 6 months
after publication] at the latest. They shall 
forthwith communicate to the Commission 
the text of those provisions and a 
correlation table between those provisions 
and this Directive.

They shall apply those provisions from 
[insert concrete date 18 months after 
publication + one day]. 

They shall apply those provisions from 
[insert concrete date 6 months after 
publication + one day].

However, the Member States shall apply: However, the Member States shall apply:

(a) the provisions necessary to comply with 
Article 1(4) in so far as it relates to Articles 
46b(2)(b) and 46b(3) of Directive 
2001/83/EC as amended by this Directive 
from [insert concrete date 24 months after 
publication];

(a) the provisions necessary to comply with 
Article 1(4) in so far as it relates to Articles 
46b(2)(b) and 46b(3) of Directive 
2001/83/EC as amended by this Directive 
from [insert concrete date 6 months after 
publication];

(b) the provisions necessary to comply 
with Article 1(6),(8) and (9) from [insert 
concrete date 48 months after publication].

(b) the provisions necessary to comply 
with Article 1(6) and (8) from [insert 
concrete date 12 months after publication];

(c) the provisions necessary to comply 
with Article 1(9) in so far as it relates to 
Article 54a(5) and Articles 54a(2) and 
54a(3) to the extent they are referred to 
54a(5) of Directive 2001/83/EC as 
amended by this Directive from [insert 
concrete date 6 months after publication];
(d) the provisions necessary to comply 
with Article 1(9) except in so far as it 
relates to Article 54a(5) and Articles 
54a(2) and 54a(3) to the extent they are 
referred to 54a(5) of Directive 2001/83/EC 
as amended by this Directive from [insert 
concrete date 48 months after 
publication].

When Member States adopt those When Member States adopt those 
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provisions, they shall contain a reference to 
this Directive or be accompanied by such a 
reference on the occasion of their official 
publication. Member States shall determine 
how such reference is to be made.

provisions, they shall contain a reference to 
this Directive or be accompanied by such a 
reference on the occasion of their official 
publication. Member States shall determine 
how such reference is to be made.

Justification
Even after the Directive comes into force, it is unlikely that any concrete measures will 
actually be in place for some years. As a result, interim measures should continue until the 
full measures can be put into place. These measures should require inter alia that 
manufacturing authorization holders, (including repackagers) who remove or cover up overt 
safety features applied on a voluntary basis by the originator, replace them with equivalent 
overt safety features, and be held strictly liable in the case of counterfeits entering the supply 
chain as a result of their actions.

Amendment 75

Proposal for a directive – amending act
Article 2 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. By ... [insert date: 12 months after 
publication], the Commission shall, in 
cooperation with the Agency and the 
Member State authorities, produce a 
qualitative and quantitative study of 
Internet sales of falsified medicinal 
products in Europe and, where 
appropriate, submit a legislative proposal 
seeking to protect the health of European 
citizens.

Justification

The increasingly wide availability of medicinal products on the Internet is a matter of 
considerable concern. With a view to protecting public health and before taking any 
legislative action, data need to be collected on the scale and seriousness of the problem in 
Europe. 
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