Changes to legislation: There are outstanding changes not yet made to Regulation (EC) No 1394/2007 of the
European Parliament and of the Council. Any changes that have already been made to the legislation appear in
the content and are referenced with annotations. (See end of Document for details) View outstanding changes

Regulation (EC) No 1394/2007 of the European Parliament and of the Council
of 13 November 2007 on advanced therapy medicinal products and amending
Directive 2001/83/EC and Regulation (EC) No 726/2004 (Text with EEA relevance)

CHAPTER 7

COMMITTEE FOR ADVANCED THERAPIES

Article 23

Tasks of the Committee for Advanced Therapies

The Committee for Advanced Therapies shall have the following tasks:

(a)

(b)

(©)

(d)

(e)

®

(2

to formulate a draft opinion on the quality, safety and efficacy of an advanced therapy
medicinal product for final approval by the Committee for Medicinal Products for
Human Use and to advise the latter on any data generated in the development of such
a product;

to provide advice, pursuant to Article 17, on whether a product falls within the
definition of an advanced therapy medicinal product;

at the request of the Committee for Medicinal Products for Human Use, to advise on
any medicinal product which may require, for the evaluation of its quality, safety or
efficacy, expertise in one of the scientific areas referred to in Article 21(2);

to provide advice on any question related to advanced therapy medicinal products, at
the request of the Executive Director of the Agency or the Commission;

to assist scientifically in the elaboration of any documents related to the fulfilment of
the objectives of this Regulation;

at the Commission’s request, to provide scientific expertise and advice for any
Community initiative related to the development of innovative medicines and
therapies which requires expertise in one of the scientific areas referred to in Article
21(2);

to contribute to the scientific advice procedures referred to in Article 16 of this
Regulation and in Article 57(1)(n) of Regulation (EC) No 726/2004.
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