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970 Guideline 1y Directive
The International Council for Harmonisation of Tech-
nical Requirements for Pharmaceuticals for Human Use
(ICH) fortuilniilod a.a 1990 9NNTTIAWBIMAGAAMNTTH
91 uaznesmuANEilemeiUTssTiuINe maniuaziiy
wadansiauen  weeiauuunmUion  eidensvinnu
sgsaonndosiuiilanneliinsgiy  ilelildeniivasnde
fiuszavna uasdinunin wasuddyinanisiliiu #o Good
Clinical Practice Guideline #i3anfudu 9 41 ICH GCP @ ICH

Steering Committee l9owilf step 4 WWealleuiiquiey U a.a.
1996 Wnesmuauewes 3 mmldusuld Sendn Step 57

- The Committee for Medicinal Products for
Human Use (CPMP) @84 European Medi-
cine Agency (EMEA) vasannmelsuausia
atuauysal 17 nIngiey A.A.1997 (CPMP/
ICH/135/95)

- Food and Drug Administration (FDA) Usgine
ansgeuinAnulude Good Clinical Practice:
Consolidated Guideline Tu Federal Register
atiuuil 9 wauntew A.A.1997

- Ministry of Health and Welfare ‘Uismﬂﬁjﬂu
ANLLHEUNIFDUNG WAL A.A.1997

annmglsuusenaumeigaundn (Member State) 27
Useine annnglsudesmslifingrunedsduld ielvisgasndn
Aiunsny GCP egnsnaundulunnaiadi Fas1anguaneun
Fuuszyiansallul a.a.1996 wazfifuvioonuldilunianstul
A.A.2001 T08717 Ae

DIRECTIVE 2001/20/EC OF THE EUROPEAN PAR-
LIAMENT 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
medicinal products for human use
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“It is therefore necessary to simplify and harmo-
nise the administrative provisions governing such
trials by establishing a clear, transparent proce-
dure and creating conditions conducive to effective
coordination of such clinical trials in the Communi-
ty by the authorities concerned.”
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- liaansagensumsiseldislegain Regulation
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portal

mnﬁu’u %’gam%nﬁﬁm%’auﬂu trial site (Member State
concerned) Usgidiu local issues walleuly Part Il 989 assess-
ment report uduasanielu 45 Tu ndeain validation ¥ade
Usziluwanslumsadi 1

NANITNDITAIIVONUIALUTNAILU I EU portal 97
(n) ouslf (authorized) (v) ayﬂ’ﬁ?@ﬂﬂﬁaulw (authorized sub-
ject to conditions) %39 () Zﬂayﬁﬁ (authorization is refused)
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“It should be left to the Member State con-
cerned to determine the appropriate body or
bodies to be involved in the assessment of the
application to conduct a clinical trial and to or-
ganise the involvement of ethics committees
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Member State concerned fa15aUseLiusasaluil

(1) ¥eudannunved informed consent tuuni 5
(2) MSIARUIALYE AIDAINDULNY
(3) MstAudeg1edinmlItelusuies
(4) ANUWMNNTENYD9INIY
(5) AU AUVDIADIUNINY
(6) NSYALVINUIALIUIINNTIAE
RMS: Reporting Member
State
MSC: Member State
concerned
CMC: Chemistry,
ﬂﬂ'[ﬂ‘un‘mﬂu Manufacturing and Control
3lamlw a,};., ICF: Informed Consent Form
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within the timelines for the authorisation of
that clinical trial as set out in this Regulation.

A clinical trial shall be subject to scientific
and ethical review and shall be authorised in
accordance with this Regulation. The ethical
review shall be performed by an ethics commit-
tee in accordance with the law of the Mem-
ber State concerned. The review by the ethics
committee may encompass aspects addressed
in Part | of the assessment report for the au-
thorisation of a clinical trial...”
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