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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

[F'TITLE IX

PHARMACOVIGILANCE

CHAPTER 1

General provisions

[FArticle 102

The Member States shall:

(a)

(b)

(©)

(d)

(e)

®

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;

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

take all appropriate measures to obtain accurate and verifiable data for the scientific
evaluation of suspected adverse reaction reports;

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;

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;

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. ]

Textual Amendments
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Substituted by Directive 2010/84/EU of the European Parliament and of the Council of 15 December
2010 amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating
to medicinal products for human use (Text with EEA relevance).
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