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1) Directive 2001/83/EC of the European Parliament and
of the Council of 6 November 2001 on the Community
code relating to medicinal products for human use.

2) Commission Directive 2003/63/EC of 25 June 2003 amend-
ing Directive 2001/83/EC of the European Parliament
and of the Council on the Community code relating to
medicinal products for human use.

3) Council Directive 93/42/EEC of 14 June 1993 concern-
ing medical devices.

4) Council Directive 90/385/EEC of 20 June 1990 on the
approximation of the laws of the Member States relat-
ing to active implantable medical devices.

5) Regulation (EC) No 1394/2007 of the European Parlia-
ment and of the Council of 13 November 2007 on ad-
vanced therapy medicinal products and amending Direc-
tive 2001/83/EC and Regulation (EC) No 726/2004.

6) Commission Directive 2009/120/EC of 14 September 2009
amending Directive 2001/83/EC of the European Parlia-
ment and of the Council on the Community code relat-
ing to medicinal products for human use as regards ad-
vanced therapy medicinal products.

7) EMA: Guideline on human cell-based medicinal products
EMEA/CHMP/410869/2006.

8) EMA: Concept paper on the development of a guideline
on the risk-based approach according to annex I, part
IV of directive 2001/83/EC applied to advanced therapy
medicinal products EMA/CHMP/CPWP/708420/2009.

9) Directive 2004/23/EC of the European Parliament and
of the Council of 31 March 2004 on setting standards
of quality and safety for the donation, procurement,
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13)

14)

15)

16)

17
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18)

19)

20)

21)

22)

testing, processing, preservation, storage and distribu-
tion of human tissues and cells.

Commission Directive 2006/17/EC of 8 February 2006 im-
plementing Directive 2004/23/EC of the European Par-
liament and of the Council as regards certain technical
requirements for the donation, procurement and testing
of human tissues and cells.

Commission Directive 2006/86/EC of 24 October 2006 im-
plementing Directive 2004/23/EC of the European Par-
liament and of the Council as regards traceability require-
ments, notification of serious adverse reactions and events
and certain technical requirements for the coding, proc-
essing, preservation, storage and distribution of human
tissues and cells.

Commission Directive 2003/94/EC of 8 October 2003 lay-
ing down the principles and guidelines of good manu-
facturing practice in respect of medicinal products for
human use and investigational medicinal products for
human use.

EMA: GMP for advanced therapy medicinal products:
status EMEA/INS/GMP/372447/2008.

EMA: Guideline on safety and efficacy follow-up-risk
management of advanced therapy medicinal products
EMEA/149995/2008.

Directive 2002/98/EC of the European Parliament and
of the Council of 27 January 2003 setting standards of
quality and safety for the collection, testing, process-
ing, storage and distribution of human blood and blood
components and amending Directive 2001/83/EC.
Directive 95/46/EC of the European Parliament and of
the Council of 24 October 1995 on the protection of in-
dividuals with regard to the processing of personal
data and on the free movement of such data.
Directive 2001/20/EC of the European Parliament and of
the Council of 4 April 2001 on the approximation of the
laws, regulations and administrative provisions of the
Member States relating to the implementation of good
clinical practice in the conduct of clinical trials on me-
dicinal products for human use.

European Commission: Detailed guidelines on good clinical
practice specific to advanced therapy medicinal prod-
ucts ENTR/F/2/SF/dn D (2009) 35810 (3 December 2009).
Heads of Medicines Agencies: Guidance document for a
Voluntary Harmeonisation Procedure (VHP) for the as-
sessment of multinational Clinical Trial Applications
CTFG//VHP/2010/Revl.

European Commission: Consultation paper: Human tissue
engineering and beyond: proposal for a community regu-
Jatory framework on advanced therapies (4 May 2005).
EMA: Reflection paper on in-vitro cultured chondrocyte
containing products for cartilage repair of the knee
CAT/CPWP/568181/2009. ,

EMA: Reflection paper on stem cell-based medicinal prod-
ucts (draft) CAT/571134/09. '
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