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KEITOBEEER (M5 %) BRREER D 124 A&
The Public Health & Service Act(PHS;%)[Z&k%regulation

O EEL-EREH#EFEORIEITESAVDIRRES S
(PHS;% Section 361 CEZ)
-minimal manipulation
-homologous use only
ZDEEERmIzT DL, IND (Investigational new drug) HFEE N E L
L7y, 7z72L. GTP (21 CFR Sec.1271) [C kAR HI*xt &

ROV o) kR

(PHS;% Section 351 TBiologics&L TEE)

Lyt S Biologics& L TEZE#RH(the Federal Food, Drug & Cosmetic
Act)z% (T, ERIREBR CTEMIIRE T ARICIET AR TINDHFZHELT
%,

GCP— 21 CFR Sec.11, 50, 54, 56, 312 etc.
GMP— 21 CFR Sec.210, 211, 600-680% (Phase2,3)
GTP— 21 CFR Sec.1271 subparts A-D




EEOBRKSREBROBRIRT (MHRARSE Y, —BRE) |
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 ROEHANEESC
2006/17/EC, 2006/86/EC ’ 1085/2003/EC

ATMP Regulation”

UK Human Tissue Act 2004\ UK S| 1031 2004
UK Human Fertilisation and )medicines for human use
Embryology Act 1990 clinical trials regulations

D1
: : Investigational Marketing

Cell Bank Medicinal T T T E{Variations}

Product Authorisation |......
D2

GMP 2003/94/EC

D3

* Centralised Procedure **Defines somatic cell therapies #Defines Tissue engineering



EU Regulation for Advanced therapy medicinal products
(2007.11.13)

10.12.2007 EN Official Journal of the Furopean Union L324/121

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 726/2004

{Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- been defined in Annex | to Directive 2001/83/EC, but a
PEAN UINION, legal definition of tissue engineered products remains to be
laid down. When products 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
EI.LL ]:urim.arih by phxsir.al means, cannot by definition be

wi| EUBINTITHON SR, B FoREnF
o | DEBRBEREEICHL T, 2008F R L YEFF i
__—»ﬁEEE FEFICITONTOREZEAL., B |0
| ERRBER (EMEAIZLZHREEIC, ir

Having rLLard to the Treaty establishing the European Commu-
nity, and in particular Article 95 thereof,

Having regard to the proposal from the Commission,

th. For
these products, whatever the role of the medical device, the
Whereas: pharmacological, immunological or metabolic action of

these cells or tissues should be considered to be the prin-
i e el e e L T P e = e T M g T e A
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