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1 Chairman : Duff GW, Expert Group on Phase One Clinical Trials. Final Report. Dec.
7, 2006.
MZEWFMARR T 7 —<AED S O AHHE, R, BRERE, ERTET, MWE B
R BRMEERT (EMEA), BRME NAEERZEES (CHMP). kt ¢IERSRRICH
32U DRFEBIMEROEREICET SH1 K51 . KM 2007;35(1): 131-43.
(B4 : European Medicines Agency, Committee for Medicinal Products for Human Use
(CHMP). Guideline on strategies to identify and mitigate risks for first-in-human
clinical trials with investigational medicinal products : London, 19 July 2007.
(EMEA/CHMP/SWP/28367/07) . )
SKEER—5, R RNEERT GCPER ) —7. RMNEZRFFISkD 5 GCP AL
DFIE. ERPRAAE 2008 ; 35 (3) : @-@ (Fi#). (FZ : European Medicines Agency,
GCP Inspection Working Group. INS-GCP-3 Annex V to Procedure for conducting GCP
inspections requested by the EMEA- Phase [ Units. London, 20 September 2007
(EMEA/INS/GCP/197215/2005, Procedure no. : INS/GCP/3V)]
SKER—5, R XEERLEFESEERR. E1HKBRIZEAF— L. BRI 2008 ;
35 (3) : @-@ (F3f). (A : Medicines and Healthcare products Regulatory Agency
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(MHRA). Phase I accreditation scheme. Final versionl, 16th November 2007. )
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EEPREEAE 2008 ; 35 (3) : @-@ (F3). (FEA : Medicines and Healthcare products.
Regulatory Agency (MHRA). Accreditation scheme application for phase I Clinical Trial
Units. Final versionl, 16t November 2007.)

SKIER—5, R REEESEREBERR GCPAEHM. B 1MHERBEAF—LK
SNTD Q&A. EEFRZHAH 2008 ;35 (3) : @-@ (F3). (H4 : MHRA GCP inspectorate.
Responses to public consultation of the Phase I accreditation scheme, October 2007. )
TRIERE—5, R RERETEGS. B IHEARAC K51 2. BKFME 2008 ;35 (3) :
@-@® (4:t). (FA : The Association of the British Pharmaceutical Industry. Guidelines
for Phase I clinical trials, 2007 edition. )

8 The Association of the British Pharmaceutical Industry, Biolndustry Association.
Early Stage Clinical Trial Taskforce : Joint ABP/BIA Report. In: Chairman : Duff GW.
Expert Scientific Group on phase 1 clinical trials : Interim Report. Jul. 25, 2006.

9 77y —<aAET T AL, &E : MABEL (Minimal Anticipated Biological Effect
Level) {DWT. EEEREEAM 2006 ; 34 Suppl24 : 189-97.

10 Suntharalingham G.,et. al, Cytokine Storm in a Phase 1 Trial of the Anti-CD28
Monoclonal Antibody TGN1412. N EnglJ Med 2006 ; 355 : 1-11.
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Medicines and Healthcare products Regulatory Agency (MHRA)
Phase I accreditation scheme
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1. The Medicines for Human Use (Clinical Trials) regulations 1994 (2004/1031), 2 iF
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2. www.mhra.gov.uk

3. Guideline on strategies to identify and mitigate risks for first-in-human clinical
trials with investigati'onal medicinal products (EMEA/CHMP/SWP/294648/2007)
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