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E6(R1): Good Clinical Practice : Consolidated Guideline
The tripartite harmonised ICH guideline was finalised (Step 4) in May 1996. This Good Clinical Practices document describes the responsibilities and
expectations of all participants in the conduct of clinical trials, including investigators, monitors, sponsors and IRBs. GCPs cover aspects of
monitoring, reporting and archiving of clinical trials and incorporating addenda on the Essential Documents and on the Investigator's Brochure which
had been agreed earlier through the ICH process.
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GUIDELINE FOR GOOD CLINICAL PRACTICE
ICH Harmonised Tripartite Guideline

Having reached Step 4 of the ICH Process at the ICH Steering Committee mesting
on 1 May 1996, this guideline is recommended for

adoption to the three regulatory parties to ICH
(This document includes the Post Step 4 corrections agreed by the Sieering Commiitee on
10 June 1996)
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Comparing GCP Requirements for Medical Device Clinical

Trials in the US and Japan

By Harmonization-by-Doing Working Group 4

Introduction
The fUS and 1

to the complexity: By understanding the nature
of these differences, it may be possible to more
accurately determine whether data from an alter-
nate GCP provide similar assurances of vali

devin reguiotons b practices pravides an
opportunity to accelerate delivery of innova-
tive medical devices to patients in need of
‘medical treatment. Reciprocal acceptance of
Good Clinical Practices (GCPs) would facilitate
multinational studies and promote the use of
clinical dats to support regulatory submissions
in multiple countries. The process of regulatory
convengence invelves first recognizing differ-
ences between the regulat i
the govemments or govern
imvoly
Previous reports and regulatory discussions
ggested differencos between CCP in the
apan that make it difficult to analyze
and utilize dinical trial data from one GCP
system in support of marketing approval in the
other. Langusge and cultural barriers may add

wganizations

nd patient protection.
GCP, as described in standards and regula
tions, governs the quality of linical trials for
medical products, induding medical devices, but
the.differences between GCP requircments have
not been well studicd. Further study of these
differences is needed ko enhance the meaning of
compliance with one set of GCP requirements
versus another.

One of the specific aims of the
Harmonization-by-Doing program's Working
Group 4 (WGH) is to share information on
important similarities and differences in laws,
regulations and regulatory practices related to
the clinical evaluation and marketing approval
of medical devices in the US and Japan.
tmparan, WG indudes costents from
government, academia and industry
B ertion Recognition ofmeffcent pracice and
unnecessary efforts providss an opportunity to
define best practices that will improve the qual-
Ty andl redicethe cst of clnical studics
regulatory approvals in both countries, thereby
lowering the coats of product development and
of the devices themsalves,

Therefore, a WG4 subcommittee conducted
a study comparing international GCPs impor-
The objective was
ifferances identified wera
substantive with respect to four fundamental
criteria pertinent to well-controlled dlinical
studies nterded to support medical device mar-
keting approval. We further sought to dev
approaches to address these differences, thercby
making it scientifically rassonable and justifiec
to rely upon an alternate GCP.

Several current sources of GCP regulations,

standards and guidalines were idantified as
most impertant influences on Japanese and

US clinical trials. The GCPs chosen for this

analysis were: The International Conference

on Harmonisation's (ICH) Guideline for Gaod

Clinical Practice E6(R1), IS014155:2003, Japanese
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