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(Investigational New Drug) (New Drug Application) i 2"“;:! !

Biologics :IND BLA o = ..
(Investigational New Drug) - (Biologics license Application) itg#;§,3$997

Class Il :IDE  PMA son 21, 2007)

Device E(Investigation Device Exemption) (Premarket Approval) Genzyme Epicel

:HUD
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-'HDE

*|(Humanitarian Use Device)

=|(Humanitarian Devise Exemption

GLP

(Good Laboratory Practice)

cGMP <nND & Biologics
(Good Manufacturing Practice)

Genzyme HPXY)

A

HDE #990002
Xenotransplantion
Oct 25, 2007

- NERIE A B /Y

QSR <Device e
GCP (Quality System Regulation) ) ;(q‘-l-;% ‘i%d/ ﬁ{f
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(2004/23/EC )

JEEG PR ER (GLP) — GLP directive (2004/10/EC, 2004/9/EC)
ek E% (GCP) — Clinical Trial directive (2001/20/EC, 2005/28/EC)

%E&E%E(GMP) — GMP directive (2003/94/EC)

&R 5E A EE — Medical product directive (2001/83/EC)

_|
_|

fa/\> 975 — Tissue & Cells directive

S ER B EAIZE I HECER A
Regulation on Advanced Therapy (EC/1394/2007)

ErARR S IZES 3 AEMEAH A RS A2 (200849 A e 1T)

Guideline on Human Cell-based Medicinal Products
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EU Regulation for Advanced therapy medicinal products
(2007.11.13) (EC/1394/2007)

10.12.2007 Official Journal of the European Union L 324/121

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 7262004

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- been defined in Annex I to Directive 2001/8 -5|"|:'(__ but a
PEAN UNION, legal definition of tissue engineered products remains to be
laid down. When prmhu‘tu are based on viable cells or tis-
sues, the pharmacological, immunological or metabolic
action should be considered as the principal mode of
action. It should also be clarified that products which do
not meet the definition of a medicinal product, such as
products made exclusively of non-viable materials which
ut prmmnh by ph‘HJLdI means, cannot by definition be

vl EUVEIRTITHNSHEGR., B FABRELTF
| DEBRDAFECHLT, 2008ERLYER |0
2R FEEICITHONTWZEEZEM. B |0
o the EELEBET (EMEA)IZLSAHREEIZ, ;tl*

these products, whatever the role of the medical device, the
pharmacological, immunological or metabolic action of

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 95 thereol,

Having regard to the proposal from the Commission,

LN

Whereas:

these cells or tissues should l‘\t considered to be the prin-

—'11:] n1n.rl nl artinn ol Il'n nrnl'un:!l Ll nr-’l“n + Qe l‘|




% [E DR R DB HK R (MHRAIRB B, —#BRZE)
e.g. stem cell therapy Regulation in the UK

HFEA HTA MHRA EMEA
Tissues and Cells .. - Medicines 2001/83/EC Variations
Clinical Trials 726/2004/EC*
2004/23/EC 2001/20/EC 2003/63/EC*: 2004/27/EC /1 o2/2003/EC )
2006/17/EC, 2006/86/EC ATMP Regulanon# 1085/2003/EC

UK Human Tissue Act 2004\ yk SI1 1031 2004
UK Human Fertilisation and )Medicines for human use
Embryology Act 1990 clinical trials regulations

FRREERE CIXECHE T - RAICE D= EE AR

.EMEA'iﬁmL\ ﬁﬁ1§7ﬁ\%§§€/?~
/\/ : / Investigational T S

—>\Cell Bank)—» Medicinal Mark(_etm_g ------- 1Variations}

@ \ Product Authorisation |......

GMP 2003/94/EC

D3

* Centralised Procedure **Defines somatic cell therapies #Defines Tissue engineering
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m European Medicines Agency

Pre-Authorisation Evaluation of Medicines for Human Use

London. 25 June 2009
Doc.Ref. EMEA/CHMP/383366/2009

COMMITTEE FOR MEDICINAL PRODUCTS FOR HUMAN USE
SUMMARY OF POSITIVE OPINION
for
CHONDROCELECT

m European Medicines Agency

Press office

London. 26 June 2009
Doc. Ref EMEA/CHMP/394741/2009

PRESS RELEASE
European Medicines Agency recommends first marketing authorisation for an
advanced therapy medicinal product
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Medicine 2008; 36(2):235-246 )
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