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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

TITLE IX

PHARMACOVIGILANCE

[F1Article 104

1 The marketing authorisation holder shall be required to maintain detailed records of
all suspected adverse reactions occurring either in the Community or in a third country.

Save in exceptional circumstances, these reactions shall be communicated electronically
in the form of a report in accordance with the guidelines referred to in Article 106(1).

2 The marketing authorisation holder shall be required to record all suspected serious
adverse reactions which are brought to his attention by a health-care professional and to report
them promptly to the competent authority of the Member State on whose territory the incident
occurred, and no later than 15 days following the receipt of the information.

3 The marketing authorisation holder shall be required to record and report all other
suspected serious adverse reactions which meet the notification criteria in accordance with
the guidelines referred to in Article 106(1), of which he can reasonably be expected to have
knowledge, promptly to the competent authority of the Member State in whose territory the
incident occurred, and no later than 15 days following the receipt of the information.

4 The marketing authorisation holder shall ensure that all suspected serious unexpected
adverse reactions and any suspected transmission via a medicinal product of any infectious
agent occurring in the territory of a third country are reported promptly in accordance with the
guidelines referred to in Article 106(1), so that the Agency and the competent authorities of the
Member States in which the medicinal product is authorised are informed of them, and no later
than 15 days following the receipt of the information.

5 By way of derogation from paragraphs 2, 3 and 4, in the case of medicinal products
which are covered by Directive 87/22/EEC or which have qualified for the procedures laid down
in Articles 28 and 29 of this Directive or which have been the subject of the procedures under
Articles 32, 33 and 34 of this Directive, the marketing authorisation holder shall also ensure that
all suspected serious adverse reactions occurring in the Community are reported in such a way as
to be accessible to the reference Member State or to any competent authority acting as reference
Member State. The reference Member State shall assume the responsibility of analysing and
monitoring such adverse reactions.

6 Unless other requirements have been laid down as a condition for the granting of the
marketing authorisation, or subsequently as indicated in the guidelines referred to in Article
106(1), reports of all adverse reactions shall be submitted to the competent authorities in the
form of a periodic safety update report, immediately upon request or at least every six months
after authorisation and until the placing on the market. Periodic safety update reports shall
also be submitted immediately upon request or at least every six months during the first two
years following the initial placing on the market and once a year for the following two years.
Thereafter, the reports shall be submitted at three-yearly intervals, or immediately upon request.

The periodic safety update reports shall include a scientific evaluation of the risk-benefit
balance of the medicinal product.
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7 The Commission may lay down provisions to amend paragraph 6 in view of experience
gained through its operation. The Commission shall adopt the provisions in accordance with
the procedure referred to in Article 121(2).

8 Following the granting of a marketing authorisation, the marketing authorisation
holder may request the amendment of the periods referred to in paragraph 6 in accordance with
the procedure laid down by Commission Regulation (EC) No 1084/2003(1).

9 The holder of a marketing authorisation may not communicate information relating to
pharmacovigilance concerns to the general public in relation to its authorised medicinal product
without giving prior or simultaneous notification to the competent authority.

In any case, the marketing authorisation holder shall ensure that such information is
presented objectively and is not misleading.

Member States shall take the necessary measures to ensure that a marketing
authorisation holder who fails to discharge these obligations is subject to effective,
proportionate and dissuasive penalties.]

Textual Amendments
F1 Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
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(1) [F1OJ L 159, 27.6.2003, p. 1.]
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https://webarchive.nationalarchives.gov.uk/eu-exit/https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2003.159.01.0001.01.ENG
http://www.legislation.gov.uk/id/eudr/2004/27
http://www.legislation.gov.uk/id/eudr/2004/27

