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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:

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 
funding of the European Medicines Agency (EMEA). This issue is 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
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Proposal for a regulation – amending act
Recital 1

Text proposed by the Commission Amendment

(1) On 20 December 2007, the 
Commission submitted a Communication 
to the European Parliament and the 
Council concerning the "Report on current 
practices with regard to the provision of 
information to patients on medicinal 
products". The report concludes that 
Member States have adopted divergent 
rules and practices with regard to the 
provision of information, resulting in a 
situation where patients and the public at 
large have unequal access to information 
on medicinal products. Experience gained 
from the application of the current legal 
framework has also shown disparities in 
the interpretation of the Community rules 
on advertising, and between national 
provisions on information.

(1) On 20 December 2007, the
Commission submitted a Communication 
to the European Parliament and the 
Council concerning the "Report on current 
practices with regard to the provision of 
information to patients on medicinal 
products". The report concludes that 
Member States have adopted divergent 
rules and practices with regard to the 
provision of information, resulting in a 
situation where patients and the public at 
large have unequal access to information 
on medicinal products. Experience gained 
from the application of the current legal 
framework has also shown disparities in 
the interpretation of the Community rules 
on advertising, and between national 
provisions on information, highlighting 
the urgent need for a more precise 
distinction between advertising and 
information.

Justification

The lack of a clear distinction between information and advertising creates distortions in 
access to information within the EU, and the public is subject to differing, more or less 
restrictive interpretations by the Member States as regards the definition of what may or may 
not be considered advertising.

Amendment 2

Proposal for a regulation – amending act
Recital 4

Text proposed by the Commission Amendment

(4) Directive 2001/83/EC provides that 
certain types of information are subject to 
control by the Member States' national 
competent authorities prior to their 
dissemination. This concerns information 
about non-interventional scientific studies, 
or accompanying measures to prevention 

(4) Directive 2001/83/EC provides that 
certain types of information are subject to 
control by the Member States' national 
competent authorities prior to their 
dissemination. This concerns information 
about non-interventional scientific studies 
based on experimental observation, or 
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and medical treatment, or information 
which presents the medicinal product in the 
context of the condition to be prevented or 
treated. In the case of medicinal products 
for human use authorised pursuant to Title 
II of Regulation (EC) No 726/2004, 
provision should also be made for certain 
types of information to be subject to prior 
vetting by the European Medicines Agency 
(hereinafter referred to as the 'Agency'). 

accompanying measures to prevention and 
medical treatment, or information which 
presents the medicinal product in the 
context of the condition to be prevented or 
treated. In the case of medicinal products 
for human use authorised pursuant to Title 
II of Regulation (EC) No 726/2004, 
provision should also be made for certain 
types of information to be subject to prior 
vetting by the European Medicines Agency 
(hereinafter referred to as the 'Agency'), 
and for the Agency to monitor the 
measures to be taken by the manufacturer 
following a report of adverse reactions, 
and the consequent immediate updating 
of the literature.

Justification

It should be taken into account that, after the risk reports provided for in Articles 24 to 26 of 
the Regulation have been drawn up, further developments in the process need to be closely 
monitored, in particular by incorporating the result of the scientific appraisal of experience 
observed in the use of the medicinal products.

Amendment 3

Proposal for a regulation – amending act
Recital 5 a (new)

Text proposed by the Commission Amendment

(5a) In the event that the additional costs 
incurred by the Agency as a result of its 
preliminary checking of certain types of 
information pursuant to this Regulation 
are not covered by the fees payable by the 
marketing authorisation holders for this 
purpose, the amount of the European 
Union’s contribution to the Agency’s 
budget should be reviewed. Accordingly, 
efforts should be initiated at Member 
State level with a view to the possible 
amendment of the European Union’s 
contribution to the Agency.
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Amendment 4

Proposal for a regulation – amending act
Article 1 – point 1
Regulation (EC) No 726/2004
Article 20b – paragraph 1

Text proposed by the Commission Amendment

1. By way of derogation from Article 
100g(1) of Directive 2001/83/EC, 
medicinal product-related information 
referred to in Article 100b(d) of that 
Directive shall be subject to vetting by the 
Agency prior to its dissemination.

1. By way of derogation from Article 
100g(1) of Directive 2001/83/EC, 
medicinal product-related information 
referred to in Article 100b(d) of that 
Directive shall be subject to vetting by the 
Agency prior to its dissemination, unless 
this information is given on an internet 
website where responsibility for 
monitoring the content disseminated rests 
with a Member State in accordance with 
Article 100h of Directive 2001/83/EC.

Justification

Consistency with the provisions of Article 100h of Directive 2001/83EC.

Amendment 5

Proposal for a regulation – amending act
Article 1 – point 1
Regulation (EC) No 726/2004
Article 20b – paragraph 3

Text proposed by the Commission Amendment

3. The Agency may object to the 
information submitted or parts thereof on 
grounds related to non-compliance with the 
provisions of Title VIIIa of Directive 
2001/83/EC within 60 days after receipt of 
the notification. If the Agency does not 
object within 60 days, the information shall 
be deemed accepted and may be published.

3. The Agency may object to the 
information submitted or parts thereof on 
grounds related to non-compliance with the 
provisions of Title VIIIa of Directive 
2001/83/EC, stating the grounds for its 
decision, within 120 days after receipt of 
the notification. If the Agency does not 
object within 120 days, the information 
shall be deemed accepted and may be 
published.

Justification

Requiring the European Medicines Agency to state the grounds for its decision will make the 
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process of drawing up information more transparent and efficient. Extending the time-limit 
for the tacit acceptance of the information from 60 to 120 days will better enable the Agency 
to give clear reasons for its decisions.

Amendment 6

Proposal for a regulation – amending act
Article 1 – point 1
Regulation EC No 726/2004
Article 20b – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. If the Agency objects to the submitted 
information and the marketing 
authorisation holder believes that the 
objections are not justified, the Agency 
shall allow the marketing authorisation 
holder, upon request, to make further 
representations, in writing and/or by way
of an oral hearing to be held within 30 
working days of receipt by the Agency of 
such a request. The Agency shall 
communicate its response to the 
marketing authorisation holder within 30 
working days.

Justification

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

Amendment 7

Proposal for a regulation – amending act
Article 1 – point 1 a (new)
Regulation (EC) No 726/2004
Article 57 – paragraph 1 – point l

Text proposed by the Commission Amendment

(1a) In Article 57(1), second 
subparagraph, point (l) shall be replaced 
by the following:
(l) creating a database on medicinal 
products, to be accessible to the general 
public, in all the official languages of the 
EU, and ensuring that it is updated, and 
managed independently of the 
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commercial interests of pharmaceutical 
companies; the database shall facilitate 
the search for information already 
authorised for package leaflets; it shall 
include a section on medicinal products 
authorised for the treatment of children; 
the information provided to the public 
shall be worded in an appropriate and 
comprehensible manner, designed for the 
non-expert public;

Justification

Strengthening the agency’s role with regard to information for the public on medicinal 
products for which a medical prescription is required is crucial in order to ensure that all 
citizens have equal access to high-quality information. The management of the database of 
information for the public should comply with exemption criteria for that information.

Amendment 8

Proposal for a regulation – amending act
Article 1 – point 2 a (new)
Regulation (EC) No 726/2004
Article 57 – paragraph 2

Text proposed by the Commission Amendment

(2a) In Article 57, paragraph 2 shall be 
replaced by the following:
2. The database provided for in 
paragraph 1(l) shall include the 
summaries of product characteristics, 
the patient or user package leaflet and 
the information shown on the labelling. 
The database shall be developed in 
stages, priority being given to medicinal 
products authorised under this 
Regulation and those authorised under 
Chapter 4 of Title III of Directive 
2001/83/EC and of Directive 2001/82/EC 
respectively. The database shall 
subsequently be extended to include any 
medicinal product placed on the market 
within the Community. This database 
shall be actively promoted to European 
citizens.
Where appropriate, the database shall 
also include references to data on 
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clinical trials currently being carried out 
or already completed, contained in the 
clinical trials database provided for in 
Article 11 of Directive 2001/20/EC. The 
Commission shall, in consultation with 
the Member States, issue guidelines on 
data fields which could be included and 
which may be accessible to the public.
The information submitted by holders of 
marketing authorisation and approved by 
the national authorities shall be sent to 
the Agency by those authorities and 
included in its database available to the 
public.

Justification

The database should be publicly accessible as a prime source of objective information. With 
this aim in mind, the Member States, the Commission and the Agency itself should make every 
effort to ensure that proper use is made of this database.
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