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Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use

[F1TITLE IX

PHARMACOVIGILANCE

[F1CHAPTER 1

General provisions

Article 101

1 Member States shall operate a pharmacovigilance system for the fulfilment of their
pharmacovigilance tasks and their participation in Union pharmacovigilance activities.

The pharmacovigilance system shall be used to collect information on the risks of
medicinal products as regards patients’ or public health. That information shall in
particular refer to adverse reactions in human beings, arising from use of the medicinal
product within the terms of the marketing authorisation as well as from use outside
the terms of the marketing authorisation, and to adverse reactions associated with
occupational exposure.

2 Member States shall, by means of the pharmacovigilance system referred to in
paragraph 1, evaluate all information scientifically, consider options for risk minimisation and
prevention and take regulatory action concerning the marketing authorisation as necessary. They
shall perform a regular audit of their pharmacovigilance system and report the results to the
Commission on 21 September 2013 at the latest and then every 2 years thereafter.

3 Each Member State shall designate a competent authority for the performance of
pharmacovigilance tasks.

4 The Commission may request Member States to participate, under the coordination of
the Agency, in international harmonisation and standardisation of technical measures in relation
to pharmacovigilance.

Article 102

The Member States shall:

(a) take all appropriate measures to encourage patients, doctors, pharmacists and
other healthcare professionals to report suspected adverse reactions to the national
competent authority; for these tasks, organisations representing consumers, patients
and healthcare professionals may be involved as appropriate;

(b) facilitate patient reporting through the provision of alternative reporting formats in
addition to web-based formats;

(c) take all appropriate measures to obtain accurate and verifiable data for the scientific
evaluation of suspected adverse reaction reports;
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(d) ensure that the public is given important information on pharmacovigilance concerns
relating to the use of a medicinal product in a timely manner through publication on the
web-portal and through other means of publicly available information as necessary;

(e) ensure, through the methods for collecting information and where necessary through
the follow-up of suspected adverse reaction reports, that all appropriate measures are
taken to identify clearly any biological medicinal product prescribed, dispensed, or
sold in their territory which is the subject of a suspected adverse reaction report, with
due regard to the name of the medicinal product, in accordance with Article 1(20),
and the batch number;

(f) take the necessary measures to ensure that a marketing authorisation holder who fails
to discharge the obligations laid down in this Title is subject to effective, proportionate
and dissuasive penalties.

For the purposes of point (a) and (e) of the first paragraph the Member States may
impose specific obligations on doctors, pharmacists and other health-care professionals.

Article 103

A Member State may delegate any of the tasks entrusted to it under this Title to another
Member State subject to a written agreement of the latter. Each Member State may
represent no more than one other Member State.

The delegating Member State shall inform the Commission, the Agency and all other
Member States of the delegation in writing. The delegating Member State and the
Agency shall make that information public.

Article 104

1 The marketing authorisation holder shall operate a pharmacovigilance system for
the fulfilment of his pharmacovigilance tasks equivalent to the relevant Member State’s
pharmacovigilance system provided for under Article 101(1).

2 The marketing authorisation holder shall by means of the pharmacovigilance system
referred to in paragraph 1 evaluate all information scientifically, consider options for risk
minimisation and prevention and take appropriate measures as necessary.

The marketing authorisation holder shall perform a regular audit of his
pharmacovigilance system. He shall place a note concerning the main findings of the
audit on the pharmacovigilance system master file and, based on the audit findings,
ensure that an appropriate corrective action plan is prepared and implemented. Once the
corrective actions have been fully implemented, the note may be removed.

3 As part of the pharmacovigilance system, the marketing authorisation holder shall:
a have permanently and continuously at his disposal an appropriately qualified person

responsible for pharmacovigilance;
b maintain and make available on request a pharmacovigilance system master file;
c operate a risk management system for each medicinal product;
d monitor the outcome of risk minimisation measures which are contained in the risk

management plan or which are laid down as conditions of the marketing authorisation
pursuant to Articles 21a, 22 or 22a;

e update the risk management system and monitor pharmacovigilance data to determine
whether there are new risks or whether risks have changed or whether there are changes
to the benefit-risk balance of medicinal products.
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The qualified person referred to in point (a) of the first subparagraph shall reside and
operate in the Union and shall be responsible for the establishment and maintenance
of the pharmacovigilance system. The marketing authorisation holder shall submit the
name and contact details of the qualified person to the competent authority and the
Agency.

4 Notwithstanding the provisions of paragraph 3, national competent authorities may
request the nomination of a contact person for pharmacovigilance issues at national level
reporting to the qualified person responsible for pharmacovigilance activities.

Article 104a

1 Without prejudice to paragraphs 2, 3 and 4 of this Article, holders of marketing
authorisations granted before 21 July 2012 shall, by way of derogation from Article 104(3)(c),
not be required to operate a risk management system for each medicinal product.

2 The national competent authority may impose an obligation on a marketing
authorisation holder to operate a risk management system, as referred to in Article 104(3)(c), if
there are concerns about the risks affecting the risk-benefit balance of an authorised medicinal
product. In that context, the national competent authority shall also oblige the marketing
authorisation holder to submit a detailed description of the risk-management system which he
intends to introduce for the medicinal product concerned.

The imposition of such obligations shall be duly justified, notified in writing and shall
include the timeframe for submission of the detailed description of the risk-management
system.

3 The national competent authority shall provide the marketing authorisation holder
with an opportunity to present written observations in response to the imposition of the
obligation within a time limit which it shall specify, if the marketing authorisation holder so
requests within 30 days of receipt of the written notification of the obligation.

4 On the basis of the written observations submitted by the marketing authorisation
holder, the national competent authority shall withdraw or confirm the obligation. Where the
national competent authority confirms the obligation, the marketing authorisation shall be varied
accordingly to include the measures to be taken as part of the risk management system as
conditions of the marketing authorisation referred to in point (a) of Article 21a.

Article 105

The management of funds intended for activities connected with pharmacovigilance,
the operation of communication networks and market surveillance shall be under the
permanent control of the national competent authorities in order to guarantee their
independence in the performance of those pharmacovigilance activities.

The first paragraph shall not preclude the national competent authorities from charging
fees to marketing authorisation holders for performing those activities by the national
competent authorities on the condition that their independence in the performance of
those pharmacovigilance activities is strictly guaranteed.]
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