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FEBTFERRT DI LR, ISEBEMELSND., ZHIEFFOI=y MBEEA
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FREERINTWSE MEERRZIAREERTIEATH .

MHRA 32 ROBMBE2X/ET 5. BRI, KEROBKOMIEET S
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BHENCRERIFEOBREZASLTEY. ZOS2FHIISIEHE, REREORICE
ERVCFMEINDI&KIRD,

4. EBY

MHRA 3. ZF—AECHETAIHINT— a Y RERBEVZE2TOLZITEH#T
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Commission on Human Medicines and the Expert Advisory Group (CHM/EAG)
Kyowa Hakko UK Ltd

GlaxoSmithKline

Royal College of Radiologists

Clinical Contract Research Organisation (CCRA)

Biolndustry Association (BIA)

AstraZeneca

Institute of Clinical Research (ICR)

Faculty of Pharmaceutical Medicine, Royal College of Physicians
Hammersmith Medicines Research

Cancer Research UK (CRUK)

Richmond Pharmacology

Royal College of Nursing

Wellcome Trust

Association of Human Pharmacology in the Pharmaceutical Industry (AHPPI)
Covance

Royal College of Physicians of Edinburgh

Chief Pharmacists Group

Leander Edmunds (“Healthy Volunteer”)

NHS

UK Resuscitation Council

Liverpool REC

British Association of Research Quality Assurance (BARQA)
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European Medicines Agency

GCP Inspection Working Group

INS-GCP-3 Annex V to Procedure for conducting GCP inspections
requested by the EMEA- Phase [ Units.

BRMNEERTHRRD S GCP EREEOFIE : F I KR E LR

2007 9H20H v k>
EMEA/INS/GCP/197215/2005

1. BYY

COXEOBMEMEIT. B IHEERERERICHEL T GCP EEZTIBROUERD/I=D
DOHAT ATH S,

BEIRERD, ZoOXEBIBIHRBRERBERICFLLZDDIEENS ZETH D,
HMOBROBERIZBNTHHBITHEH, HlRAETIEa—F - A7 L, ZRRE. &
HEBLRLEOEBZIIDWTR, oA AXFEEBREINZN.

2. B
£ F O A EES

3. EFE
BN BB 5555
GCP (Good Clinical Practice) : FE¥ 5 DB R ER D Eh o FLifE
ICH (International Conference on Harmonization) ! : HKE UBE3 58 500 E
2
SOP (Standard Operating Procedure) : E#EEEFIaE
SUSAR (Suspected Unexpected Serious Adverse Reaction) : T TE /2 WLWEERE
YEFR DEEW

4. FIE/ DEEBORR EEESD)
41 HEERLORESD X EEN B OKE
B
. GEEBAOMIHE.
BEEELNEE LA XS, —RHBAY Y —= > Y RAEXEDRR,
BREEELE KR,
EADNTE,
BEEEL2ORROBATIE MESEOEE. &,
fGmZEAS0 ICH GCP BF % SHT 2 XE,

1 IEF#1Z13. International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use
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SOP. GCP BXURABRERTEBIZH IV,
BUEHETIL. MAEEDER.

4.3 BARASEBREBEMOEE T 7 1))
BESH
F&E R
EREERORE
BHIicO 5 XERE
E
ASERC#
ERERTET T — Y WEFHIE
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o E SREE OB
BYe Ay TEE
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MEEOEHE
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Bank/agency staff D&

4.5 FER%

HBEEH

4.5.1 RBBBITHA -FMEE RiE

- RESFBUIMHATIEESORBOREEBIULIAC > FF R
REFEEE (B3 B50RT 54 7 \OGE
RRFEREROMGFIE
R DR & O EFREREY
K 5K B D 385 I

4.5.2 Hagk—
MERRDBENWEEHIIRBEN-EFOALEICETIEF2) 574
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453 R >F4T7DT7T
BEEY (BERWHARE) OERIZDODWVTOREDFE
RS F4T7DTONINETFEERT DFEDFE
rRBREOE=Y YT
BEOHR. BBICHET RGO EH
ERB X3RO D DR KR
WEPOHBREEZFET 5FE

4.6 ik
BESH
« BERREFIAOEREINCERABRERERN TT DO REUNE
REBRICHERY >INV EICHRT 580, AR
PR PR D FE
BERODENFEE (RE. LB, NESNEZILENAOHRL. BREDFE., SN
. RE. #i%)
Bat (RO TWEANCH D, BRINSHLETHS)

4.7 B
HESH
- BLEICRET SEF ]
Bk (ZHT588)
*RE
SRV, Ak
HEREER

48 BREFRLAT
HEFH
- BBREBROHE
RIZFA4T « T—IR=A
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A B R FIE

DION—MEEAS Yy TDO ML —Z2F
MRERBERAEMDEDAY v 7 DEE

4.9 2H
HEFEH
R B B RART D R KRS
DB BE-LHREE DIREICET AERBIUXEL

4.10 FHE A&

BEER
e S REHEICBE T 2@ Y/ K
e EDREE

BEMOFMIBBEERERR (XA T288)

4.11 SFHEH
BEEH
MERFRY EBAYy 7T, A HINY b E)

412 BEER
HESH
EBFBLUO2E

TFRTELRWEELRBERADORBERS, BEYBEAOBE
MEENRUE I NS FRTELRWEESEIERER

5. ZFIEFITL BN
FHA R4 > O AERSN

6. ZE K. BEXE

Directive 2001/20/EC 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.

Directive 2005/28/EC laying down principles and detailed guidelines for good clinical practice as

regards investigational medicinal products for human use, as well as the requirements for

authorisation of the manufacturing or importation of such product

CPMP/ICH/135/95: “Note for Guidance on Good Clinical Practice”.

Annex 13 to the EU Guide to Good Manufacturing Practice (Rules and Guidance for
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Pharmaceutical Manufacturers and Distributors 2002).
ABPI Guidelines for Medical Experiments in Non-Patient Human Volunteers, 1988.
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