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ICH-GCP | * International Conference on Harmonization (ICH), E6 (R1): Good
Clinical Practice [Ref.1]

ISO-GCP | - ISO 14155:2003. Guidelines for Investigation of Medical Devices of
Human Subjects [Ref.2]

US-GCP | - US 21 CFR 11 Electronic Records: Electronic Signatures [Ref.3]

+ US 21 CFR 50 Protection of Human Subjects [Ref.4])

+ US 21 CFR 54 Financial Disclosure by Clinical Investigators [Ref.5]

- US 21 CFR 56 Institutional Review Boards [Ref.6]

+ US 21 CFR 812 Investigational Device Exemption [Ref.7]

+ US 21 CFR 820 Good Manufacturing Practice [Ref.8]

* Compliance Program Guidance Manual 7348.809 Institutional Review

Boards [Ref.9]

* Compliance Program Guidance Manual 7348.810 Sponsor Inspections

[Ref.10]

* Compliance Program Guidance Manual 7348.811 Investigators

Inspections [Ref.11]

+ 42 USC Section 1320a-7b. The Anti-kickback Statute [Ref.12]

* FDA Guidance for Industry: Guidance for the Monitoring of Clinical
Investigations, January 1988 with minor editorial and formatting
changes November 1998 [Ref.13]

FDA Guidance to Industry: Financial Disclosure by Clinical
Investigators, March 20, 2001 [Ref.14]

* FDA Guidance to Industry: Guidance for Institutional Review Boards
and Clinical Investigators, 1998 Updated [Ref.15]

J-GCP - ERBEOBKARBROERO XEICETIES (BEBWHESE 36 &

2005 4£) [Ref.16]
cERBEOBERRBOEROEXEICET I2ELOKITICONT (EARKS
0720003 % : 2005 %) [Ref.17]
CEFRBEOBRKRBROEROEEOERHICHOWVWT (EAKESE 0720005
% : 2005 4) [Ref.18]
CERBEOCOBRRIZARAILENEITEHIIOVWT (ERBERE 1121001 £:2008
#£) [Ref.19]

Ref.20 EREHRICHTIRKRRT Y OLELGHE IOV T (EAKEE 0804001
% : 2008 %)

Ref.21 DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 4 April 2001
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