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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 VI

COMMUNICATION AND COORDINATION

Article 45

1 By 26 January 2008, any paediatric studies already completed, by the date of entry into
force, in respect of products authorised in the Community shall be submitted by the marketing
authorisation holder for assessment to the competent authority.

The competent authority may update the summary of product characteristics and
package leaflet, and may vary the marketing authorisation accordingly. Competent
authorities shall exchange information regarding the studies submitted and, as
appropriate, their implications for any marketing authorisations concerned.

The Agency shall coordinate the exchange of information.

2 All existing paediatric studies, as referred to in paragraph 1, and all paediatric studies
initiated prior to the entry into force of this Regulation shall be eligible to be included in a
paediatric investigation plan, and shall be taken into consideration by the Paediatric Committee
when assessing applications for paediatric investigation plans, waivers and deferrals and by
competent authorities when assessing applications submitted pursuant to Article 7, 8 or 30.

3 Without prejudice to the previous paragraph, the rewards and incentives of Articles 36,
37 and 38 shall only be granted provided that significant studies contained in an agreed
Paediatric Investigation Plan are completed after the entry into force of this Regulation.

4 In consultation with the Agency, the Commission shall draw up guidelines to establish
assessment criteria for the significance of studies for the purposes of applying paragraph 3.
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