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JGCP Requirement Condition Needed for 

Equivalence Between 
JGCP and USGCP

JGCP Quality Objective Satisfied in the 
Clinical Trial

Medical experts to advise 
the sponsor on the 
clinical trial (1)

Determine if a medically 
qualified person is available 
to advise the sponsor 
regarding the trial.

Consistent with USGCP and JGCP, a Steering 
Committee of medical experts (physicians) 
provided oversight of the Clinical Trial and was 
available to advise the sponsor.

Measure for 
indemnification or 
compensation for trial-
related injuries (2)

Determine if there are 
provisions for patients to be 
compensated for any trial-
related injuries.

Consistent with USGCP and JGCP, there are 
provisions for patients to be compensated for 
trial-related injuries.  Provision for compensation 
for any trial-related injuries was provided in the 
Clinical Trial through clinical trial agreements 
with sites, which ensure product liability 
insurance. 

JGCP does not require 
disclosure of potential or 
actual financial conflicts 
of interest, but US GCP 
has this requirement

Determine if conflicts of 
interest are disclosed and 
ensure that they do not affect 
the trial.

Not required by JGCP, but present in this trial.  
Investigators in the Clinical Trial were required 
to disclose potential or actual financial conflicts 
of interest.

1 JGCP, Article 4, Paragraph 2(1)
2 JGCP, Article 14, Paragraph 1

��

&���

�#������������/>�

1 ��.����������
��������
��
�
����
�
���������
@���
��
��=#��������������
�%�$���������
���
��
��
�(�������
�����%���
$����
�����
���
���
�����
�
����(����%������
������
��$

1 	
����
���
�������������

�������
�
����
����
���
��
�
��
������
������
��$����
�����

1 )

�����
�������������
���������
�������������(�
%�������
�%���
$

1 @���
-=#�����������
������
�
����(���������
��%������
���
��# ���



����������

�!

��

=���
���#�
���#
��$

&7)���%�"�
�����������"��
���$"	
��	�
��
�	
�	��
�	����$�
���������������
���"
������;�$	�

1  ;6/@) ;��%�((5����

1 J
=$�
�=$=�

��$����%�:��%D�)���������%D�
���A��>����

��

���"
��������������# 6�����
��;�$	�

 �&�9*  �����
����
����������������&
�����'
������ � &�D�9*�
�<��5����	�������
����
�����

 ;6�%�((  �����
����
��6��
��'
���������;�
�	
�	�'
� ���5�������
��
��0�����
����������	��
��	�0���� ����
$�
���$�C����
� ;6��%�((5���!�

>
"
�����
<��$�
����������
)�0�������

>
"
������

��
��$���
�����
����2
�D 9<D�����
��
�	
�	 
�	��$�	
��� �������������	��
��	�0���

H;�<��$�
����������
)�0�������

H�;����	�����@�	��
��<��$�
������
�	��$�	
���

@�$� ��$���������������������$	�	5



����������

�%

��

���"
��������������#;�$	��H�	���
�

 �&�9*

�AA*

 �����
����
����������������&
�����'
������ �&�D�9*� �<��D����	�������
����
�����5��AA*

 ;6/@) ;�
�%�((5�����

������
����0�����
����������	��
��	�0���� ����
$�
���$�C����� # ���	�������
��"�
������
���8 /@) ;��%�((5�������A��%�

 ;6�%�((5

���!

������
����0�����
����������	��
��	�0���� ����
$�
���$�C����D ��
������K��D�� ;6��%�((5���!�

>���5

���(

>
"
�����<��$�
����������)�0�������5��>
"
������

��
��$���
 �����
����2
�D 9<D�����
��
�	
�	 
�	��$�	
��� �������������	��
��	�0���

>���5

���A

>
"
�����<��$�
����������)�0�������5���>
"
������

��
��$�� �
�����
����2
�D 9<D�����
��
�	
�	 
�	��$�	
��� �������������	��
��	�0���

.
�"������

���-

8�	��
��)�0�������	�������
����
�������$�	
���D�)�"
������ ����&�
��
D�9+��$��0��J$
��
�$�	
�����
��	�����

��
��$���
�����
����2
�D���������%�� ���D ���-�	�
���

�
���������

���!

F$
�����8
�
�������;�
�	
�	�����)�$��������
��;�$	�� �
�;@)��6�	���:���!�5����!�-�*

H;����

���,

H;�<��$�
����������)�0������5��H�;����	�����@�	��
��<� �$�
������
�	��$�	
���

��

HEADING ICH GCP
ICH GCP 
(Japanese 

translation)

ISO FDIS 14155 
Sep. 2010

ISO 14155
2003

ISO 14155 
2003(Japanese 

translation)

JGCP
2005

JGCP  2005
(Japanese 

Translation)

PRINCIPLES 
OF ICH GCP 
(2.1 - 2.13)

2.1 Clinical 
trials should 
be conducted 
in accordance 
with the 
ethical 
principles that 
have their 
origin in the 
Declaration of 
Helsinki, and 
that are 
consistent 
with GCP and 
the applicable 
regulatory 
requirement(s)
.
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4.1 General: 
Clinical 
investigations shall 
be conducted in 
accordance with the 
ethical principles 
that have their 
origin in the 
Delcaration of 
Helsinki (see 
Reference [8]). 
This declaration 
protects the rights, 
safety, and well-
being of human 
subjects, which are 
the most important 
considerations and 
shall prevail over 
interests of science 
and society. These 
principles shall be 
understood, 
observed, and 
applied at every 
step in the clinical 
investigation. 

Part 1 5.1 
Declaration of 
Helsinki
The rights, safety, 
and well-being of 
clinical 
investigation 
subjects shall be 
protected 
consistent with 
the ethical 
principles laid 
down in the 
Declaration of 
Helsinki. This 
shall be 
understood, 
observed, and 
applied at every 
step in the clinical 
investigation.

Part 1 5.1
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Chapter 1, Article 1, 2.1: The 
clinical trial must be conducted 
according to the medical ethics 
based on the Helsinki Declaration 
and according to these criteria (the 
criteria set forth in this Ministerial 
Ordinance shall hereinafter be 
referred to as the "Criteria").  
Article 1. Purpose 
The purpose of this Ministerial 
Ordinance is to provide the 
standards for the conduct of 
clinical trials on medical devices, 
among the standards specified by 
the Ministry of Health, Labor and 
Welfare pursuant to Article 14, 
Paragraph 3 of the Pharmaceutical 
Affairs Law (hereinafter referred 
to as the “Law”) (including when 
applied mutatis mutandis to 
Paragraph 9 of the same article 
and Article 19-2, Paragraph 5 of 
the Law; the same shall apply 
hereafter) and pursuant to Article 
14-4, Paragraph 4 and Article 14-
6, Paragraph 4 of the Law 
(including when applied mutatis 
mutandis to Article 19-4 of the 
Law; the same shall apply 
hereafter), and the standards 
specified by Ministry of Health, 
Labor and Welfare Ordinance 
pursuant to Articles 80-2, 
Paragraphs 1, 4, and 5 of the Law. 

Article 1.  Purpose (L
M )
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HEADING
JGCP: 
2009

JGCP: 2009 Taipei GCP Taipei GCP Chinese GCP Chinese GCP US GCP
US GCP 
(Japanese 

translation)
Discussion

PRINCIPLE
S OF ICH 
GCP (2.1 -
2.13)

Chapter 1: 
General 
Provisions
Article 1: 
Purpose

2.1 The 
clinical trial 
shall be 
conducted 
according to 
the medical 
ethics based 
on the 
Helsinki 
Declaration 
and 
according to 
these 
criteria.

Article 4 The 
implementatio
n of the 
clinical trial 
should be 
conducted 
according to 
the 
Declaration of 
Helsinki.
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Article 4:  All 
research involving 
human subjects 
must conform to 
the Declaration of 
Helsinki of World 
Medical 
Association 
(Appendix 1) i.e.  
fairness, respect of 
human integrity, 
maximize the 
benefits and 
minimize any 
harm to the human 
subject.
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Part 812 –
Investigational 
Device 
Exemptions  
Subpart A--
General 
Provisions  Sec. 
812.1 Scope.
(a) The purpose 
of this part is to 
encourage, to the 
extent consistent 
with the 
protection of 
public health and 
safety and with 
ethical standards, 
the discovery and 
development of 
useful devices 
intended for 
human use, and to 
that end to 
maintain optimum 
freedom for 
scientific 
investigators in 
their pursuit of 
this purpose. This 
part provides 
procedures for the 
conduct of 
clinical 
investigations of 
devices. 
…(continued)

ICH GCP, 
ISO, JGCP, 
and US GCP 
address the 
importance 
of adherence 
to 
international 
and 
nationally 
recognized 
standards for 
the proper 
conduct of 
clinical trials 
involving 
human 
subjects. 
Although 
JGCP and US 
GCP do not 
specifically 
state 
adherence to 
the 
Declaration 
of Helsinki.
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