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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

CHAPTER 3

Recording, reporting and assessment of pharmacovigilance data

Section 1

Recording and reporting of suspected adverse reactions

[F1Article 107a

1 Each Member State shall record all suspected adverse reactions that occur in its
territory which are brought to its attention from healthcare professionals and patients. Member
States shall involve patients and healthcare professionals, as appropriate, in the follow-up of
any reports they receive in order to comply with Article 102(c) and (e).

Member States shall ensure that reports of such reactions may be submitted by means
of the national medicines web-portals or by other means.

2 For reports submitted by a marketing authorisation holder, Member States on whose
territory the suspected adverse reaction occurred may involve the marketing authorisation holder
in the follow-up of the reports.

3 Member States shall collaborate with the Agency and the marketing authorisation
holders in the detection of duplicates of suspected adverse reaction reports.

4 Member States shall, within 15 days following the receipt of the reports of serious
suspected adverse reactions referred to in paragraph 1, submit the reports electronically to the
Eudravigilance database.

They shall, within 90 days from the receipt of reports referred to in paragraph 1, submit
reports of non-serious suspected adverse reactions electronically to the Eudravigilance
database.

Marketing authorisation holders shall access those reports through the Eudravigilance
database.

5 Member States shall ensure that reports of suspected adverse reactions arising from
an error associated with the use of a medicinal product that are brought to their attention are
made available to the Eudravigilance database and to any authorities, bodies, organisations and/
or institutions, responsible for patient safety within that Member State. They shall also ensure
that the authorities responsible for medicinal products within that Member State are informed
of any suspected adverse reactions brought to the attention of any other authority within that
Member State. These reports shall be appropriately identified in the forms referred to in Article
25 of Regulation (EC) No 726/2004.
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6 Unless there are justifiable grounds resulting from pharmacovigilance activities,
individual Member States shall not impose any additional obligations on marketing
authorisation holders for the reporting of suspected adverse reactions.]

Textual Amendments
F1 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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