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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 4

Supervision of post-authorisation safety studies

[F1Article 107p

1 Upon completion of the study, a final study report shall be submitted to the national
competent authority or the Pharmacovigilance Risk Assessment Committee within 12 months
of the end of data collection unless a written waiver has been granted by the national competent
authority or the Pharmacovigilance Risk Assessment Committee, as appropriate.

2 The marketing authorisation holder shall evaluate whether the results of the study
have an impact on the marketing authorisation and shall, if necessary, submit to the national
competent authorities an application to vary the marketing authorisation.

3 Together with the final study report, the marketing authorisation holder shall
electronically submit an abstract of the study results to the national competent authority or the
Pharmacovigilance Risk Assessment Committee.]

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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