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Regulation (EC) No 1901/2006 of the European Parliament and of the
Council of 12 December 2006 on medicinal products for paediatric use and
amending Regulation (EEC) No 1768/92, Directive 2001/20/EC, Directive
2001/83/EC and Regulation (EC) No 726/2004 (Text with EEA relevance)

TITLE II

MARKETING AUTHORISATION REQUIREMENTS

CHAPTER 1

General authorisation requirements

Article 10

In consultation with the Member States, the Agency and other interested parties, the
Commission shall draw up the detailed arrangements concerning the format and content
which applications for agreement or modification of a paediatric investigation plan
and requests for waivers or deferrals must follow in order to be considered valid and
concerning the operation of the compliance check referred to in Articles 23 and 28(3).
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