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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 2

Periodic safety update reports

[F1Article 107e

1 A single assessment of periodic safety update reports shall be performed for medicinal
products authorised in more than one Member State and, in the cases of paragraphs 4 to 6
of Article 107c, for all medicinal products containing the same active substance or the same
combination of active substances and for which a Union reference date and frequency of periodic
safety update reports has been established.

The single assessment shall be conducted by either of the following:
a a Member State appointed by the coordination group where none of the marketing

authorisations concerned has been granted in accordance with the centralised procedure
provided for in Chapter 1 of Title II of Regulation (EC) No 726/2004; or

b a rapporteur appointed by the Pharmacovigilance Risk Assessment Committee, where
at least one of the marketing authorisations concerned has been granted in accordance
with the centralised procedure provided for in Chapter 1 of Title II of Regulation (EC)
No 726/2004.

When selecting the Member State in accordance with point (a) of the second
subparagraph, the coordination group shall take into account whether any Member State
is acting as a reference Member State, in accordance with Article 28(1).

2 The Member State or rapporteur, as appropriate, shall prepare an assessment report
within 60 days of receipt of the periodic safety update report and send it to the Agency and to
the Member States concerned. The Agency shall send the report to the marketing authorisation
holder.

Within 30 days of receipt of the assessment report, the Member States and the marketing
authorisation holder may submit comments to the Agency and to the rapporteur or
Member State.

3 Following the receipt of the comments referred to in paragraph 2, the rapporteur
or Member State shall within 15 days update the assessment report taking into account any
comments submitted, and forward it to the Pharmacovigilance Risk Assessment Committee.
The Pharmacovigilance Risk Assessment Committee shall adopt the assessment report with or
without further changes at its next meeting and issue a recommendation. The recommendation
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shall mention the divergent positions with the grounds on which they are based. The Agency
shall include the adopted assessment report and the recommendation in the repository set
up under Article 25a of Regulation (EC) No 726/2004 and forward both to the marketing
authorisation holder.]

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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