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HEe et (14" ISCT 2008 Annual Meeting and Post Confrerce Workshop GLOBAL REGULATORY
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16 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.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2007:324:0121:0137:en:PDF ( 5{&81& H
HH: 2016 4F 11 29 H)

Article 20 Committee for Advanced Therapies 1. A Committee for Advanced Therapies shall be
established within the Agency. 2. Save where otherwise provided in this Regulation, Regulation (EC) No
726/2004 shall apply to the Committee for Advanced Therapies. 3. The Executive Director of the Agency
shall ensure appropriate coordination between the Committee for Advanced Therapies and the other
Committees of the Agency, in particular the Committee for Medicinal Products for Human Use and the
Committee for Orphan Medicinal Products, their working parties and any other scientific advisory groups.
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17 Article 17 Scientific recommendation on advanced therapy classification

1. Any applicant developing a product based on genes, cells or tissues may request a scientific
recommendation of the Agency with a view to determining whether the referred product falls, on

scientific grounds, within the definition of an advanced therapy medicinal product. The Agency shall
deliver this recommendation after consultation with the Commission and within 60 days after receipt of
the request.

2. The Agency shall publish summaries of the recommendations delivered in accordance with paragraph 1,
after deletion of all information of commercial confidential nature.
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potential to solve the problem of the shortage of organs available through donation compared to the
number of patients that require life-saving organ transplantation. U.S. Department of Health & Human
Services, Regenerative Medicine, https://www.report.nih.gov/NIHfactsheets/ViewFactSheet.aspx?csid=62
(EtemEHA - 2016 /£ 11 H 29 H)
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