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SHORT JUSTIFICATION

These two proposals (a regulation and a directive) on pharmacovigilance place us right at the 
heart of current issues. The arguments surrounding the vaccine against AH1N1 influenza, 
which was put on the market following a very quick procedure, illustrate the public's loss of 
confidence in the ability of the authorities to guarantee their protection. A recent study shows 
that 61% of French doctors do not intend to have themselves vaccinated. This context further 
highlights (if it were necessary to do so) the need for the European Union to have an effective 
pharmacovigilance policy, to reassure and protect its citizens.

We are unfortunately able to point to several cases of medicinal products in recent years 
which, despite having been placed on the market upon completion of a traditional procedure, 
have produced substantial side-effects:

- rofecoxib (Vioxx®, Ceox®, Ceeoxx®): an anti-inflammatory which is no more effective 
than ibuprofene and which triggered thousands of fatal heart attacks; authorised in 1999 and 
withdrawn from the market in 2004;
- paroxetine: an anti-depressant (Deroxat®, Seroxat®) which increased the risk of suicide;
- rimonabant (Acomplia®): an anti-obesity medicine which was put on the market without 
adequate assessment and withdrawn from the European market a year and a half later.

Several court cases have shown that pharmaceutical companies have a tendency to conceal 
information about adverse reactions to their medicinal products, which might damage sales, 
for as long as possible.
  
In each of these cases we were able to see that the length of the decision-making process and 
the withholding of information about adverse reactions were harmful to patients.  

The human cost of such side-effects is unacceptable; as for the financial costs, these are 
massive, and it is society as a whole which bears them, because they account for 5% of 
hospital admissions and 5% of the causes of hospital deaths. 

From assessment, via supervision and information relating to medicinal products, to placing 
them on the market

Before medicinal products are granted marketing authorisation they have to be assessed. This 
is done over a limited period using a sample of selected patients. Pharmacovigilance's role is 
subsequently to extend our knowledge of adverse reactions, so as to limit the harm caused to 
the public.

Your rapporteur fears that the regulation will weaken the pharmacovigilance system, instead 
of strengthening it, for the reasons given below.  

1. The risk management plans and other post-authorisation studies may be used as a backstop 
in order to reduce assessment before marketing authorisations are granted. This must remain 
an exception. 
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2. The ending of the requirement for funding to be public threatens to reduce the 
pharmacovigilance system to the status of service provider to pharmaceutical firms. The 
rapporteur proposes, instead, to strengthen the independent national and regional 
pharmacovigilance systems. 

3. Companies' increased control over the collection, analysis and interpretation of the data 
places them in an untenable situation regarding conflicts of interest.  Firms should be able to 
take part in the study of adverse reactions, but under the control of the authorities, and in no 
circumstances in a monopoly position.

4. The organisation of dilution of the data, which are stored directly in Eudravigilance, a 
mega-database, without any procedure to ensure that the quality of the content of 
Eudravigilance is safeguarded. Your rapporteur proposes that input to Eudravigilance be 
restricted to the Member States' relevant pharmacovigilance authorities (no direct input by 
patients, or by pharmaceutical firms, which might create too much background noise and thus 
making the relevant data unusable).

5. The very limited access to the Eudravigilance database for the public and independent 
experts. Transparency with regard to pharmacovigilance data is essential in order to restore 
public confidence in the health authorities. 

Several proposals are still too cautious and should be strengthened.

1. The formal establishment of a European risk management advisory committee (PRAAC), 
without any more genuine authority or autonomy than the current Pharmacovigilance 
Working Party, does not contribute any significant added value.

2. Lack of transparency where pharmacovigilance data is concerned remains the rule: for 
instance, there is no access to PSURs, on the pretext of commercial confidentiality. PSURs 
and all assessment reports should be published immediately. 

To conclude:

 Strengthen the criteria to enable marketing authorisation to be granted on surer 
grounds, entailing the requirement for new medicinal products to bring genuine 
therapeutic advances;   no widespread use of the fast-track procedure 

 Ensure the quality of pharmacovigilance data 
 Provide the resources to ensure effective public pharmacovigilance
 Increase transparency

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:
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Amendment 1

Proposal for a regulation - amending act
Recital 4

Text proposed by the Commission Amendment

(4) The main tasks of the Agency in the 
area of pharmacovigilance laid down in 
Regulation (EC) No 726/2004 should be 
maintained and further developed, in 
particular as regards the management of 
the Community pharmacovigilance 
database and data-processing network 
(hereinafter referred to as 'the 
Eudravigilance database') and the 
coordination of safety announcements by 
the Member States.

(4) The main tasks of the Agency in the 
area of pharmacovigilance laid down in 
Regulation (EC) No 726/2004 should be 
maintained and further developed, in 
particular as regards the management of 
the Community pharmacovigilance 
database and data-processing network 
(hereinafter referred to as 'the 
Eudravigilance database'), the coordination 
of safety announcements by the Member 
States and the provision of information 
regarding safety issues to the public.

Or. en

Justification

Consumers have the right to have more information regarding pharmacovigilance concerns 
and about the risk-benefit balance of their medicines. The Agency has an important role to 
play as a reliable independent source of information.

Amendment 2

Proposal for a regulation - amending act
Recital 11

Text proposed by the Commission Amendment

(11) In order to protect public health, there 
should be adequate funding of activities 
related to pharmacovigilance by the 
Agency. Provision should be made to 
allow adequate funding for 
pharmacovigilance activities through the 
collection of fees charged to marketing 
authorisation holders. The management 
of those collected funds should be under a 
permanent control of the Management 
Board in order to guarantee the 

(11) In order to protect public health, there 
should be adequate funding of activities 
relating to pharmacovigilance by the 
Agency.
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independence of the Agency.

Or. fr

Amendment 3

Proposal for a regulation - amending act
Recital 20 a (new)

Text proposed by the Commission Amendment

20a. This Regulation shall apply without 
prejudice to Directive 95/46/EC of the 
European Parliament and of the Council 
of 24 October 1995 on the protection of 
individuals with regard to the processing 
of personal data and on the free 
movement of such data* and Regulation 
(EC) No 45/2001 of the European 
Parliament and of the Council of 
18 December 2000 on the protection of 
individuals with regard to the processing 
of personal data by the Community 
institutions and bodies and on the free 
movement of such data**. In order to 
detect, assess, understand and prevent 
adverse reactions, and to identify and take 
action to reduce risks and increase 
benefits from medicinal products for the 
purpose of safeguarding public health, it 
should be possible to process personal 
data within the Eudravigilance system 
while complying with EU data protection 
legislation. 
OJ L 281, 23.11.1995, p. 31.

OJ L 8, 12.1.2001, p. 1.

Or. en

Justification

The proposal covers highly sensitive personal information which should be fully protected. 
See also the opinion of the European Data Protection Supervisor of April 2009.
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Amendment 4

Proposal for a regulation - amending act
Article 1 — point 1
Regulation (EC) No 726/2004
Article 5 – paragraph 2 – subparagraph 2

Text proposed by the Commission Amendment

"For the fulfilment of its 
pharmacovigilance tasks, it shall be 
assisted by the Pharmacovigilance Risk 
Assessment Advisory Committee referred 
to in Article 56(1)(aa)."

"For the fulfilment of its 
pharmacovigilance tasks, it shall be 
assisted by the Pharmacovigilance 
Committee referred to in 
Article 56(1)(aa)."

Or. fr

Justification

Horizontal change required throughout the proposal. The proposal establishes a European 
Pharmacovigilance Risk Assessment Advisory Committee and entrusts it with important 
pharmacovigilance tasks but with a mere advisory role and no authority. The committee's role 
should be strengthened and that is to be reflected in its title.

Amendment 5

Proposal for a regulation - amending act
Article 1 – point 5 – subpoint c
Regulation (EC) No 726/2004
Article 14 - paragraph 8 

Text proposed by the Commission Amendment

"8. In exceptional circumstances and 
following consultation with the applicant, 
the authorisation may be granted subject to 
a requirement for the applicant to meet 
certain conditions, in particular concerning 
the safety of the medicinal product, 
notification to the competent authorities of 
any incident relating to its use, and action 
to be taken. This authorisation may be 
granted only when the applicant can show 
that he is unable to provide 
comprehensive data on the efficacy and 
safety of the medicinal product under 
normal conditions of use, for objective, 

"8. In exceptional circumstances and 
following consultation with the applicant, 
the authorisation may be granted subject to 
a requirement for the applicant to
introduce specific procedures, in particular 
concerning the safety of the medicinal 
product, notification to the competent 
authorities of any incident relating to its 
use, and action to be taken. This 
authorisation may be granted only for 
objective, verifiable reasons and must be 
based on one of the grounds set out in 
Annex I to Directive 2001/83/EC. 
Continuation of the authorisation shall be 
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verifiable reasons and must be based on 
one of the grounds set out in Annex I to 
Directive 2001/83/EC. Continuation of the 
authorisation shall be linked to the annual 
reassessment of these conditions."

linked to the annual reassessment of these 
conditions."

Or. en

Justification

The wording of the existing legislation ensures stricter criteria and better consumer 
protection against the risk of a premature marketing authorisation.

Amendment 6

Proposal for a regulation - amending act
Article 1 — point 11
Regulation (EC) No 726/2004
Article 25

Text proposed by the Commission Amendment

The Agency, in collaboration with the 
Member States, shall develop standard 
web-based structured forms for the 
reporting of suspected adverse reactions by 
health-care professionals and patients.

The Agency, in collaboration with the 
Member States, shall develop standard 
web-based and other structured forms for 
the reporting of suspected adverse 
reactions by health-care professionals and 
patients.

Or. en

Amendment 7

Proposal for a regulation - amending act
Article 1 — point 11
Regulation (EC) No 726/2004
Article 26 — point 2

Text proposed by the Commission Amendment

(2) a summary of each meeting of the 
committees referred to in points (a) and 
(aa) of Article 56(1) of this Regulation and 
the coordination group as regards 
pharmacovigilance activities;

(2) agendas for meetings and records of 
meetings, accompanied by decisions 
taken, details of votes and explanations of 
votes, including minority opinions of the 
committees referred to in points (a) and 
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(aa) of Article 56(1) of this Regulation and 
the coordination group as regards 
pharmacovigilance activities;

Or. en

Justification

According to Article 126b of Directive 2004/27/EC the 'Member States shall ensure that the
competent authority makes publicly accessible its rules of procedure and those of its 
committees, agendas for its meetings and records of its meetings, accompanied by decisions 
taken, details of votes and explanations of votes, including minority opinions'. This is also 
already done by the US Food and Drug Administration, but is not implemented in Europe.

Amendment 8

Proposal for a regulation - amending act
Article 1 — point 11 
Regulation (EC) No 726/2004
Article 28 - paragraph 3

Text proposed by the Commission Amendment

3. The Pharmacovigilance Risk 
Assessment Advisory Committee shall 
assess the periodic safety update reports.

3. The Pharmacovigilance Committee shall 
assess scientifically the risk-benefit 
balance of the medicinal product on the 
basis of all the information available, 
including the periodic update reports and 
the data entered in the Eudravigilance 
database.

It shall prepare an assessment report 
within 90 days of receipt of the periodic 
safety update report and send it to the 
marketing authorisation holder.

It shall prepare a scientific report on the 
risk-benefit balance of the medicinal 
product within 90 days of receipt of the 
periodic safety update report and send it to 
the marketing authorisation holder and the 
coordination group. 

Within 30 days of receipt of the assessment 
report, the marketing authorisation holder 
may submit comments to the Agency.

Within 30 days of receipt of the assessment 
report, the marketing authorisation holder 
and the coordination group may submit 
comments to the Pharmacovigilance 
Committee. 

At its next meeting following the end of 
the period for comments by the marketing 
authorisation holder, the 
Pharmacovigilance Risk Assessment 
Advisory Committee shall adopt the 
assessment report with or without changes, 

At its next meeting following the end of 
the period for comments by the marketing 
authorisation holder and the coordination 
group, the Pharmacovigilance Committee 
shall adopt the assessment report with or 
without changes, taking into account any 
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taking into account any comments 
submitted by the marketing authorisation 
holder. 

comments submitted. 

With effect from [indicate precise date, 
namely 18 months after the date referred 
to in Article 3] the assessment report shall 
be published immediately on the 
European medicines safety web-portal.

Or. fr

Justification

The scientific assessment report drawn up by the rapporteur shall be based on the data 
supplied by firms (PSURs and data obtained from the clinical trials and studies carried out 
after marketing authorisation has been granted) and also on the data supplied by the 
pharmacovigilance systems in the various Member States (including notifications from health 
professionals and patients).

Amendment 9

Proposal for a regulation - amending act
Article 1 — point 11 
Regulation (EC) No 726/2004
Article 28 – paragraph 4 - subparagraph 1

Text proposed by the Commission Amendment

4. Within 30 days of receipt of the report 
by the Pharmacovigilance Risk 
Assessment Advisory Committee, the 
Committee for Medicinal Products for 
Human Use shall consider the report and
adopt an opinion on the maintenance, 
variation, suspension or revocation of the 
marketing authorisation concerned.

4. Within 30 days of adoption of the 
report, the Pharmacovigilance Committee 
shall adopt an opinion on the maintenance, 
variation, suspension or revocation of the 
marketing authorisation concerned.

Or. fr
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Amendment 10

Proposal for a regulation - amending act
Article 1 — point 11 
Regulation (EC) No 726/2004
Article 28 - paragraph 6

Text proposed by the Commission Amendment

6. The opinions and decisions referred to in 
paragraphs 3 to 5 of this Article shall be 
made public by means of the European 
medicines safety web-portal referred to in 
Article 26.

6. The evaluation reports, opinions and 
decisions referred to in paragraphs 3 to 5 of 
this Article shall be made public by means 
of the European medicines safety web-
portal referred to in Article 26.

Or. fr

Amendment 11

Proposal for a regulation - amending act
Article 1 — point 11
Regulation (EC) No 726/2004
Article 28d

Text proposed by the Commission Amendment

Upon request of the Commission, the 
Agency shall participate in collaboration 
with the Member States in international 
harmonization and standardization of 
technical measures in pharmacovigilance. 

At the Commission's request, the Agency 
shall participate, in collaboration with the 
Member States and all interested parties,
in international harmonisation and 
standardisation of technical measures in 
pharmacovigilance. Such work shall be 
based on patient needs and be carried out 
from a scientific perspective.

Or. fr

Justification

 Amendment to ensure consistency with the proposals for changes to Article 108 of Directive 
2001/83/EC.
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Amendment 12

Proposal for a regulation - amending act
Article 1 – point 12 – point a 
Regulation (EC) No 726/2004
Article 56, paragraph 1, point (aa)

Text proposed by the Commission Amendment

"(aa) the Pharmacovigilance Risk 
Assessment Advisory Committee, which 
shall be responsible for providing advice to 
the Committee for Medicinal Products for 
Human Use and the coordination group 
on any question relating to the
pharmacovigilance of medicinal products 
for human use;"

"(aa) the Pharmacovigilance Committee, 
which shall be responsible for the
pharmacovigilance assessment, after 
marketing authorisation has been 
granted, of medicinal products placed on
the market in accordance with the 
centralised procedure;"

Or. fr

Justification

This committee should have the same power to make recommendations as the European 
committee responsible for marketing authorisation (Committee for Medicinal Products for 
Human Use). Following analysis and discussion of the assessments carried out by the 
Member States under the committee's supervision (systems of rapporteurs and co-
rapporteurs), it should be able to make a direct proposal to the Commission for a decision to 
revoke or modify a marketing authorisation, without having to work under the tutelage of the 
marketing authorisation committees (CMPHU or coordination group). 

Amendment 13

Proposal for a regulation - amending act
Article 1 – point 15 – subpoint (b)
Regulation (EC) No 726/2004
Article 62 – paragraph 2 – subparagraph 2

Text proposed by the Commission Amendment

"Member States shall transmit to the 
Agency the names of national experts with 
proven experience in the evaluation of 
medicinal products who would be available 
to serve on working parties or scientific 
advisory groups of any of the committees 
referred to in Article 56(1), together with 
an indication of their qualifications and 

"Member States shall transmit to the 
Agency the names of national experts with 
proven experience in the evaluation of 
medicinal products who would be available 
to serve on working parties or scientific 
advisory groups of any of the committees 
referred to in Article 56(1), together with 
an indication of their qualifications and 
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specific areas of expertise." specific areas of expertise, and also of 
their degree of independence from 
pharmaceutical firms." 

Or. fr

Justification

Several instances of decisions which have been changed following the establishment of new 
groups of experts prompt a cautious approach with regard to the existence of interests linking 
such experts and pharmaceutical firms.  Declarations of such links are not enough to free 
experts from pressure.

Amendment 14

Proposal for a regulation - amending act
Article 1 – point 18 – subpoint (b)
Regulation (EC) No 726/2004
Article 67 - paragraph 4

Text proposed by the Commission Amendment

"4. Activities relating to 
pharmacovigilance, to the operation of 
communications networks and to market 
surveillance shall be under the permanent 
control of the Management Board in order 
to guarantee the independence of the 
Agency. This shall not preclude the
collection of fees to be paid by marketing 
authorisation holders for the carrying out 
of these activities by the Agency."

"4. Activities relating to 
pharmacovigilance, to the operation of 
communications networks and to market 
surveillance shall be under the permanent 
control of the Management Board in order 
to guarantee the independence of the 
Agency. They shall receive adequate 
public funding commensurate with the
tasks conferred."

Or. en

Justification

It is important that pharmacovigilance activities remain financed by public funds to avoid 
conflicts of interest. The text of the old paragraph 4 should be maintained.


