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SHORT JUSTIFICATION

The general policy objectives of the proposals to amend Directive 2001/83/EC and Regulation
(EC) No 726/2004 are in line with the overall objectives to ensure the proper functioning of 
the internal market for medicinal products for human use and to better protect the health of 
EU citizens. Following this line, the proposals aim specifically to provide for a clear 
framework for provision of information about prescription-only medicines to the general 
public with a view to enhancing the rational use of these medicines. The proposals ensure that 
the prohibition of direct-to-consumer advertising of prescription-only medicines continues to 
apply.

These aims are to be achieved by:

• Ensuring the high quality of information provided by coherent application of clearly
defined standards across the Community;

• Allowing information to be provided through channels addressing needs and 
capabilities of different types of patients;

• Allowing marketing authorisation holders to provide in an understandable way 
objective and non-promotional information about the benefits and the risks of their medicines;

• Ensuring that monitoring and enforcement measures are in place to ensure that 
information providers comply with the quality criteria, while avoiding unnecessary 
bureaucracy.

As to the individual aims:

By presenting this Directive, the Commission has recognised that patients are increasingly 
interested in their health and wish to be involved more actively in health-related processes. 
Optimum treatment is therefore only possible if patients have access to information about the 
medicinal products that they are taking so that informed choices can be made and the rational 
use of these medicines is enhanced. The author of the report agrees with the Commission that 
Community action on patient information can have a positive impact in terms of promoting 
public health. He also wishes to stress that information about prescription-only medicines that 
takes account of patients’ needs and expectations can promote the prevention aspect.

Nonetheless, it is a fact that the information currently available in the EU about prescription-
only medicines is neither adequate nor timely. Access to information depends on how 
proficiently the citizen can use the Internet and which language he or she speaks. 

Furthermore, due to the lack of harmonised conditions on the content of information, the 
provision of this information is subject to a wide variety of rules and approaches in the 
individual Member States, resulting in inequality of access to information about medicinal 
products. 
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Action in this area is particularly important at the present time as technological advances 
make it possible for citizens to obtain information via the Internet, but also expose them 
subconsciously to advertising from all over the world, and hence to misleading and flawed 
information. For that reason, the author sees an urgent need to rectify this situation so as to 
provide citizens with objective and non-promotional information that complies with EU rules. 
Through the provision of certified information, the EU must take action to provide an 
informative counterweight to the misleading advertising in circulation in the Internet.

Attention must focus primarily on the package leaflet. The information contained in the 
package leaflet must be redesigned so that it can be understood by every citizen. This is 
especially important because the package leaflet is inadequate in its current form, in that it can 
awaken patients’ fears and cause them to discontinue treatment. The Commission proposal is 
therefore directed primarily at the redesigning of the package leaflet. 

The author of the report wishes to emphasise, once again, that the ban on direct-to-consumer 
advertising of prescription-only medicine in the EU should be maintained. He also points out 
that the national competent authorities and health professionals are still important sources of 
information on medicinal products for the general public, but he recognises that marketing 
authorisation holders also constitute a valuable source of non-promotional information about 
medicinal products. 

The author is aware that monitoring systems are required to safeguard compliance with 
harmonised quality standards and hence the provision of high-quality non-promotional 
information. 

He therefore welcomes the Commission’s proposal that Member States should be free to 
choose the most appropriate monitoring mechanisms, the general rule being that monitoring 
should take place after the distribution of information since this is the most effective and least 
bureaucratic approach.

In particular, the author of the opinion identifies a need for improvement in relation to the 
definition of health-related publications and in relation to penalties. These issues are 
addressed in the amendments. 

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
Recital 4

Text proposed by the Commission Amendment

(4) Experience gained from the application (4) Experience gained from the application 
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of the current legal framework has also 
shown that certain restrictions on the 
possibilities of pharmaceutical companies 
to provide information result from the fact 
that the distinction between the notions of 
advertising and information is not 
interpreted consistently across the 
Community.

of the current legal framework has also 
shown that certain restrictions on the 
possibilities of pharmaceutical companies 
to provide information result from the fact 
that the distinction between the notions of 
advertising and information is not 
interpreted consistently across the 
Community. As a result citizens in certain 
Member States may be denied the right to 
have access, in their own language, to
high-quality, non-promotional 
information on medicines.

Or. en

Justification

It is a fundamental principle in a democratic society that citizens have a right to access 
information, including on prescription medicines.

Amendment 2

Proposal for a directive – amending act
Recital 8

Text proposed by the Commission Amendment

(8) National competent authorities and 
health care professionals should remain 
important sources of information on 
medicinal product for the general public. 
Member States should facilitate the access 
of citizens to high-quality information 
through appropriate channels. Marketing 
authorisation holders may be a valuable 
source of non promotional information on 
their medicinal products. This Directive 
should therefore establish a legal 
framework for the dissemination of 
specific information on medicinal products 
by marketing authorisation holders to the 
general public. The ban on advertising to 
the general public for prescription-only 
medicinal products should be maintained.

(8) National competent authorities and 
health care professionals should remain 
important sources of information on 
medicinal product for the general public. 
Member States should facilitate the access 
of citizens to high-quality information 
through appropriate channels. Marketing 
authorisation holders may be a valuable 
source of non promotional information on 
their medicinal products. This Directive 
should therefore establish a legal 
framework for the dissemination of 
specific information on medicinal products 
by marketing authorisation holders to the 
general public. Establishing the necessary 
legal framework for marketing 
authorisation holders will enhance legal 
certainty for the pharmaceutical industry 
in relation to the provision to the general 
public of specific types of information on 
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their medicines. The ban on advertising to 
the general public for prescription-only 
medicinal products should be maintained.

Or. en

Amendment 3

Proposal for a directive – amending act
Recital 9

Text proposed by the Commission Amendment

(9) In accordance with the principle of
proportionality, it is appropriate to limit the 
scope of this Directive to prescription-only 
medicinal products, as current Community 
rules allow the advertising to the general 
public of medicinal products not subject to 
prescription, under certain conditions.

(9) In accordance with the principle of 
proportionality, it is appropriate to limit the 
scope of this Directive to prescription-only 
medicinal products, as current Community 
rules allow the advertising to the general 
public of medicinal products not subject to 
prescription, under certain conditions. This 
Directive requires Member States to 
permit, through certain channels and 
subject to appropriate monitoring, the 
provision by a marketing authorisation 
holder or a third party acting on its behalf 
of certain information on authorised 
medicines subject to prescription to the
public. Communications that do not fall 
within Title VIIIa should be permitted, 
provided that they do not constitute 
advertising.

Or. en

Justification

Clarification of the scope of the proposed Directive. It is important that new legislation does 
not inadvertently prohibit certain communications, e.g. responses to healthcare professionals’ 
enquiries on unlicensed uses.
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Amendment 4

Proposal for a directive – amending act
Recital 10

Text proposed by the Commission Amendment

(10) Provisions should be established to 
ensure that only high-quality non-
promotional information about the benefits 
and the risks of medicinal products subject 
to medical prescription may be 
disseminated. The information should take 
into account patients needs and 
expectations in order to empower patients, 
allow informed choices and enhance the 
rational use of medicinal products. 
Therefore, any information to the general 
public on prescription-only medicinal 
products should comply with a set of 
quality criteria.

(10)Provisions should be established to 
ensure that only high-quality non-
promotional information about the benefits 
and the risks of medicinal products subject 
to medical prescription may be 
disseminated. The information should take 
into account patients needs and 
expectations in order to empower patients, 
allow informed choices and enhance the 
rational use of medicinal products. 
Providing EU citizens with more high 
quality information on medicines will 
enable them to make more rational and 
appropriate use of medicines, which will 
lead not only to better informed citizens 
but also to healthier societies. To achieve 
this, information to the general public on 
prescription-only medicinal products
should comply with a set of quality criteria.

Or. en

Justification

The recitals should also reflect the stated objective of the proposal to enable citizens to make 
proper (more rational and safer) use of medicines and to enhance adherence to prescribed 
treatments. According to WHO data, more than 50% of EU citizens use their medicines 
inappropriately.

Amendment 5

Proposal for a directive – amending act
Recital 13

Text proposed by the Commission Amendment

(13) The Internet is of major importance 
with regard to the provision of information 
to patients and its importance is increasing. 
The Internet allows almost unlimited 

(13) The Internet is of major importance 
with regard to the provision of information 
to patients and its importance is increasing. 
The Internet allows almost unlimited 
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access to information disregarding national 
boundaries. Specific rules on the 
monitoring of websites should be 
established to take account of the cross-
border nature of information provided over 
the Internet and to allow cooperation 
between the Member States.

access to information disregarding national 
boundaries. Specific rules on the 
monitoring of websites that are directed 
specifically at EU citizens should be 
established to take account of the cross-
border nature of information provided over 
the Internet and to allow cooperation 
between the Member States.

Or. en

Justification

Clarification as this Directive only covers websites aimed at EU citizens. It does not cover 
websites that are aimed outside the EU nor those aimed at a global audience, irrespective of 
whether the information was generated or the server was based in the EU.

Amendment 6

Proposal for a directive – amending act
Article 1 – point 1
Directive 2001/83/EC
Article 86 – paragraph 2 – indent 1a (new)

Text proposed by the Commission Amendment

- correspondence, possibly accompanied 
by all material of a non-promotional 
nature, needed to answer a specific 
question about a particular medicinal 
product;

Or. de

Justification

It is essential that ‘correspondence, possibly accompanied by all material of a non-
promotional nature, needed to answer a specific question about a particular medicinal 
product’ is neither advertising within the meaning of Title VIII nor information within the 
meaning of Title VIIIa. The legal situation should not change from the status quo. 

Amendment 7

Proposal for a directive – amending act
Article 1 – point 1
Directive 2001/83/EC
Article 86 – paragraph 2 – indent 2
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Text proposed by the Commission Amendment

- factual, informative announcements and 
reference material relating, for example, to 
pack changes, adverse-reaction warnings as 
part of general drug precautions, trade 
catalogues and price lists, provided they
include no product claims;

- factual, informative announcements 
(including announcements or statements 
such as those made to media 
organisations either in response to a 
direct enquiry or by dissemination of such 
information through conferences or 
written releases and announcements or 
reports to shareholders and/or regulators)
and reference material relating to a 
medicinal product, for example, relating
to pack changes, adverse-reaction warnings 
as part of general drug precautions, trade 
catalogues, price lists and reimbursement,
provided that such announcements and 
reference material include no product 
promotional claims;

Or. en

Justification

Clarification of scope of the Directive. Companies should be allowed to continue to provide 
certain information. For instance, stock market rules require that companies keep investors 
fully informed of significant developments and employees must be kept informed of business 
developments. ‘Product claim’ could be taken to mean any statement about the properties of a 
product, positive and negative, and might inadvertently prohibit statements about adverse 
reactions and warnings. 

Amendment 8

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100a – paragraph 2 – point ba (new)

Text proposed by the Commission Amendment

(ba) factual, informative, non-
promotional announcements (including 
announcement or statements made to 
media organisations either in response to 
a direct enquiry or by dissemination of 
such information through conferences or 
written releases and announcements or 
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reports to shareholders and/or regulators) 
and reference material relating to a 
medicinal product, for example, relating 
to pack changes, adverse reaction 
warnings as part of general drug 
precautions, trade catalogues, prices lists 
and reimbursement, provided that such 
announcements and reference material do 
not intend to promote an individual 
medicinal product.

Or. en

Justification

Clarification of scope, e.g. stock market rules require that companies keep investors fully 
informed of significant developments and employees must be kept informed of business 
developments. It is necessary to specify this to allow appropriate provision of such 
information. 

Amendment 9

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100b – point a

Text proposed by the Commission Amendment

(a) the summary of product characteristics, 
labelling and package leaflet of the 
medicinal product, as approved by the 
competent authorities, and the publicly 
accessible version of the assessment report 
drawn up by the competent authorities;

(a) the summary of product characteristics, 
labelling and package leaflet of the 
medicinal product, as approved by the 
competent authorities, the publicly 
accessible version of the assessment report 
drawn up by the competent authorities and 
other available statements and documents 
published by the competent authorities;

Or. en

Justification

The EPAR (European Product Assessment Report) and other documents published by the 
competent authorities include detailed information, which is of interest to certain patients.
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Amendment 10

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100b – point c

Text proposed by the Commission Amendment

(c) information on the environmental 
impact of the medicinal product, prices and 
factual, informative announcements and 
reference material relating, for example, to 
pack changes or adverse-reaction 
warnings;

(c) information on the environmental 
impact of the medicinal product, prices and 
factual, informative announcements and 
reference material relating, for example, to 
pack changes, reimbursement, or adverse-
reaction warnings;

Or. en

Justification

It would be useful to include reimbursement status in the list as an example of factual 
information that should be permitted under this clause.

Amendment 11

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100c – point a 

Text proposed by the Commission Amendment

(a) health-related publications as defined 
by the Member State of publication, to the 
exclusion of unsolicited material actively
distributed to the general public or 
members thereof;

(a) health-related publications as defined 
by the Member State of publication, to the 
exclusion of unsolicited material actively
distributed to the general public or
members thereof. The Member States 
shall agree on a definition of health-
related publications at the latest by ...*;
_____

* 2 years after entry into force of this Directive. 

Or. de

Justification

A definition by the Community provides more legal clarity and helps to create a clear 
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framework for the provision of information.

Amendment 12

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100c – point c

Text proposed by the Commission Amendment

(c) written answers to requests for 
information of a member of the general
public.

(c) answers to requests for information of a 
member of the general public. Verbal 
responses should be recorded.

Or. de

Justification

Patients often require immediate and direct clarification on information given in the package 
leaflet or wish to obtain additional information. Requiring that a response be only allowed in 
writing would add delays for the patients that could, in some circumstances negatively impact 
their health. Therefore, both verbal and written responses to individual requests for medical 
information should be possible. Verbal responses should be recorded, in order to be able to 
control them.

Amendment 13

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100d – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) a statement indicating that the 
information is intended to support, not to 
replace, the relationship between patient 
and health professionals and that a health 
professional should be contacted if the 
patient requires clarification on the 
information provided;

(b) a statement indicating that the 
information is intended to support, not to 
replace, the relationship between patient 
and health professionals and that a health 
professional should be contacted if the 
patient requires clarification or further 
information on the information provided;

Or. en
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Justification

To clarify in the statement that a health professional should be contacted if a patient requires 
further information. The health professional may however not be in a position to answer 
specific questions relating to the information provided by the manufacturer. 

Amendment 14

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100d – paragraph 2 – point d a (new)

Text proposed by the Commission Amendment

(da) the text of the current package leaflet 
or an indication as to where that text may 
be found. In the case of Internet sites 
under the control of marketing 
authorisation holders that are directed 
specifically at citizens of one or more 
Member States, they shall contain the 
summary of product characteristics and 
the package leaflet of the medicinal 
products concerned in the official 
languages of the Member States where 
they are authorised if the information on 
medicinal products is presented in those 
languages.

Or. en

Justification

It is important that the reader is able to access the current package leaflet text. The 
requirement for Internet websites is better dealt with under this paragraph than as a 
monitoring requirement for Member States. 

Amendment 15

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100d – paragraph 3 – point a
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Text proposed by the Commission Amendment

(a) comparisons between medicinal 
products;

(a) comparisons between medicinal 
products, except where such comparisons 
are included in officially approved 
documents, such as the summary of 
product characteristics;

Or. en

Justification

Comparisons exist in the Summary of Product Characteristics (SmPC) and package leaflets of 
some medicines. To exclude those existing comparisons would in effect require that 
information provided by marketing authorisation holders is incomplete. This could also 
prejudice the approval process.

Amendment 16

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100e – paragraph 1

Text proposed by the Commission Amendment

1. Member States shall ensure that 
marketing authorisation holders' Internet 
websites for the dissemination of 
information on medicinal products subject 
to medical prescription reproduce the 
summary of product characteristics and the 
package leaflet of the medicinal products 
concerned in the official languages of the 
Member States where they are authorised.

1. Member States shall ensure that 
marketing authorisation holders' Internet 
websites for the dissemination of 
information on medicinal products subject 
to medical prescription reproduce the 
summary of product characteristics and the 
package leaflet of the medicinal products 
concerned in the official language of the
Member State, where they are authorised
and for which the website is intended.

Or. en

Justification

It should be clarified that the summary of product characteristics and the package leaflet of a 
medicinal product subject to medical prescription should only be reproduced in the official 
language of the Member State where the information is published and where the website is 
intended for. For example, if the website is intended for the German market the summary of 
product characteristics and the package leaflet need to be published in German language 
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only. The current wording is unclear in this regard.

Amendment 17

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100g – paragraph 2

Text proposed by the Commission Amendment

2. After consulting the Member States, the 
Commission shall draw up guidelines 
concerning information allowed under this 
Title and containing a code of conduct for 
marketing authorisation holders providing 
information to the general public or 
members thereof on authorised medicinal 
products subject to medical prescription. 
The Commission shall draw up these 
guidelines on the entry into force of this 
directive and update them regularly on the 
basis of the experience gained.

2. After consulting the Member States and 
other stakeholders, the Commission shall 
draw up guidelines concerning information 
allowed under this Title and containing a 
code of conduct for marketing 
authorisation holders providing 
information to the general public or 
members thereof on authorised medicinal 
products subject to medical prescription. 
The Commission shall draw up these 
guidelines on the entry into force of this 
directive and update them regularly on the 
basis of the experience gained.

Or. en

Justification

Other stakeholders such as patients, healthcare professionals and the industry should be 
consulted in drawing up the code and guidelines.

Amendment 18

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100h – paragraph 2 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

Video content can however be provided in 
order to provide support for the safe and 
effective use of medicines.

Or. en
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Justification

Information on prescription medicines should not be actively distributed through TV or 
radio. However, there can be a great value for patients if certain information is supported by 
other means, for example film, DVD or similar to demonstrate the correct way of using an 
inhaler. The term ‘web TV’ is not defined and may exclude the viewing of Internet website 
content through TV screens. Such viewing is perfectly acceptable and banning the TV as a 
viewing machine makes no sense. However the unsolicited pushing of TV content via websites 
should be prohibited – but this is not generally understood to be ‘Web TV. 

Amendment 19

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100i – paragraph 1 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The level of penalties shall be determined 
at Community level.

Or. de

Justification

It should not be a matter for Member States to determine the level of penalties. Setting of 
penalties by the Community provides more legal clarity and ensures that the sanctions have a 
clear deterrent effect in the event of violations. 

Amendment 20

Proposal for a directive – amending act
Article 1 – point 5
Directive 2001/83/EC
Title VIIIa – Article 100i – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Member States shall ensure that 
marketing authorisations holders are 
represented and heard in any 
consideration of a case in which they are 
accused of non-compliance with the 
provisions set out in this Title. Marketing 
authorisation holders may appeal any 
decision in such a case to a judicial or 
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other competent body.

Or. en

Justification

This amendment aims to ensure greater efficiency and transparency in the process.


