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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 3

Signal detection
[ Article 107h

1 Regarding medicinal products authorised in accordance with this Directive, national
competent authorities in collaboration with the Agency, shall take the following measures:
a  monitor the outcome of risk minimisation measures contained in risk management plans
and of the conditions referred to in Articles 21a, 22 or 22a;

b assess updates to the risk management system;

¢ monitor the data in the Eudravigilance database to determine whether there are new
risks or whether risks have changed and whether those risks impact on the risk-benefit
balance.

2 The Pharmacovigilance Risk Assessment Committee shall perform the initial analysis
and prioritisation of signals of new risks or risks that have changed or changes to the risk-benefit
balance. Where it considers that follow-up action may be necessary, the assessment of those
signals and agreement on any subsequent action concerning the marketing authorisation shall
be conducted in a timescale commensurate with the extent and seriousness of the issue.

3 The Agency and national competent authorities and the marketing authorisation holder
shall inform each other in the event of new risks or risks that have changed or changes to the
risk-benefit balance being detected.

Member States shall ensure that marketing authorisation holders inform the Agency and
national competent authorities in the event of new risks or risks that have changed or
when changes to the risk-benefit balance have been detected.]

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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