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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 7

1 An application for marketing authorisation under Article 6 of Directive 2001/83/EC
in respect of a medicinal product for human use which is not authorised in the Community at
the time of entry into force of this Regulation shall be regarded as valid only if it includes, in
addition to the particulars and documents referred to in Article 8(3) of Directive 2001/83/EC,
one of the following:

a the results of all studies performed and details of all information collected in compliance
with an agreed paediatric investigation plan;

b a decision of the Agency granting a product-specific waiver;
c a decision of the Agency granting a class waiver pursuant to Article 11;
d a decision of the Agency granting a deferral.

For the purposes of point (a), the decision of the Agency agreeing the paediatric
investigation plan concerned shall also be included in the application.

2 The documents submitted pursuant to paragraph 1 shall, cumulatively, cover all
subsets of the paediatric population.

Article 8

In the case of authorised medicinal products which are protected either by a
supplementary protection certificate under Regulation (EEC) No 1768/92, or by a
patent which qualifies for the granting of the supplementary protection certificate,
Article 7 of this Regulation shall apply to applications for authorisation of new
indications, including paediatric indications, new pharmaceutical forms and new routes
of administration.

For the purposes of the first subparagraph, the documents referred to in Article 7(1)
shall cover both the existing and the new indications, pharmaceutical forms and routes
of administration.

Article 9

Articles 7 and 8 shall not apply to products authorised under Articles 10, 10a, 13 to 16
or 16a to 16i of Directive 2001/83/EC.
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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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