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« IB{7hR- Harmonized with ICH GCP
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ICH GCP (4/17)

ICH E6 Guidance for Industry
Good Clinical Practice: Consolidated Guidance

e Applicable for
» Drugs
» Biologics
» Medical devices

* Tripartite: USA, EU and Japan
( plus Australia, Canada, the Nordic countries & WHO)

* Adopted:
—1996 in the EU (CPMP/ICH/135/95)
—1997 in Japan (MHLW Ordinance No. 28)
—1997 in the USA (in the federal register)
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International Conference on Harmonisation (ICH) Good Clinical Practice
E6 (R1)

ICH GCP |

e ISO 14155-1/-2:2003 ~ 2009
IS0/ € @2 o ISO 14155:2011 Clinical Investigation of Medical Devices for Human
Subjects — Good Clinical Practice

 Clinical Evaluations_ MEDDEV 2.7/4 (2010) (ISO 14155-1:2003, I1SO
14155-2:2003, ISO 14971)
> Harmonized standard ISO 14155:2011 (published in EU OJ 2012)

o US GCP (published in the Federal Register, vol.62, 1997)
> FDA Regulations 21 CFR 11 - 50 ~ 54 -~ 56 ~ 812 - 820
> ANSI/AAMI/ISO 14155:2011 (published in 2012)

o J-GCP (MHWL Ministerial Ordinance No0.36, 2005)
> in accordance with ICH-GCP
> Revised GCP Ordinance (2013)

Adopt 14155:2011
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1SO 14155:2011 (6/17)

Clinical Investigation of Medical Devices for Human
Subjects — Good Clinical Practice

» Merges ISO 14155-1:2003 (General) &
ISO 14155-2:2003 (Clinical investigation plans)

» largely harmonized with ICH clinical study guidelines

» addresses the technical aspects of clinical investigations to
establish the performance and safety of medical devices for
regulatory purposes by defining procedures for their design, conduct,
recording and reporting.
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Protocol for GCP Revision (7/17)

Aim & Design

« Specific for Medical Device

« Harmonization ISO 14155: 2011

> IEETHREREEISO 14155:2011 T &IETANE
> (RERTRDBRE RS

« Covering the whole stages of clinical trial
 Ethical Principles — Declaration of Helsinki
* Risk Analysis & Evaluation

* Quality Management

« Documentation
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