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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 3

Recording, reporting and assessment of pharmacovigilance data

Section 2

Periodic safety update reports
[ Article 107b

1 Marketing authorisation holders shall submit to the Agency periodic safety update
reports containing:

a summaries of data relevant to the benefits and risks of the medicinal product, including
results of all studies with a consideration of their potential impact on the marketing
authorisation;

b ascientific evaluation of the risk-benefit balance of the medicinal product;

c all data relating to the volume of sales of the medicinal product and any data in
possession of the marketing authorisation holder relating to the volume of prescriptions,
including an estimate of the population exposed to the medicinal product.

The evaluation referred to in point (b) shall be based on all available data, including
data from clinical trials in unauthorised indications and populations.

The periodic safety update reports shall be submitted electronically.

2 The Agency shall make available the reports referred to in paragraph 1 to the national
competent authorities, the members of the Pharmacovigilance Risk Assessment Committee, the
Committee for Medicinal Products for Human Use and the coordination group by means of the
repository referred to in Article 25a of Regulation (EC) No 726/2004.

3 By way of derogation from paragraph 1 of this Article, the holders of marketing
authorisations for medicinal products referred to in Article 10(1), or Article 10a, and the holders
of registrations for medicinal products referred to in Articles 14 or 16a, shall submit periodic
safety update reports for such medicinal products in the following cases:
a where such obligation has been laid down as a condition in the marketing authorisation
in accordance with Article 21a or Article 22; or

b when requested by a competent authority on the basis of concerns relating to
pharmacovigilance data or due to the lack of periodic safety update reports relating to
an active substance after the marketing authorisation has been granted. The assessment
reports of the requested periodic safety update reports shall be communicated to the
Pharmacovigilance Risk Assessment Committee, which shall consider whether there
is a need for a single assessment report for all marketing authorisations for medicinal
products containing the same active substance and inform the coordination group or the



Directive 2001/83/EC of the European Parliament and of the Council of 6 November...
Document Generated: 2023-12-28

Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

Committee for Medicinal Products for Human Use accordingly, in order to apply the
procedures laid down in Article 107¢(4) and Article 107e.]

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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