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Good Clinical Practice (GCP) is an international
ethical and scientific quality standard for
designing, conducting, recording and reporting
trials that involve the participation of human
subjects.
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The guideline was developed with consideration of
the current good clinical practices of the European
Union, Japan, and the United States, as well as
those of Australia, Canada, the Nordic countries
and the World Health Organization (WHO).
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The objective of this ICH GCP Guideline is to
provide a unified standard for the European
Union (EU), Japan and the United States to
facilitate the mutual acceptance of clinical data by
the regulatory authorities in these jurisdictions.
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ICH Good Clinical Practice
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Historical  Background
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The International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use (ICH) , 
formerly the International Conference on Harmonisation
(ICH) , was established in 1990 .

- is unique in bringing together the regulatory authorities 
and pharmaceutical industry to discuss scientific and 
technical aspects of drug registration. 
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“ To  achieve greater harmonisation worldwide to 
ensure that safe, effective, and high quality medicines 
are developed and registered in the most resource-
efficient manner ”

Harmonisation is achieved through the development of 
ICH Guidelines via a process of scientific consensus with 
regulatory and industry experts working side-by-side. 
Key to the success of this process is the commitment of 
the ICH regulators to implement the final Guidelines.
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The International Council for Harmonisation (ICH), held 
the inaugural Assembly meetings on 23 October 2015 
establishing ICH as an international association, a non-
profit legal entity under Swiss law.

Since its announcement of organisational changes, ICH 
has grown as an organisation and now includes 16 
Members and 32 Observers.
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GLOSSARY

Good Clinical Practice (GCP)

A standard for the design, conduct, performance,
monitoring, auditing, recording, analyses, and
reporting of clinical trials that provides assurance that
the data and reported results are credible
and accurate, and that the rights, integrity, and

confidentiality of trial subjects are protected.
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Clinical Trial / Study

Any investigation in human subjects intended to
discover or verify the clinical, pharmacological
and/or other pharmacodynamic effects of an
investigational product(s), and/or to identify any
adverse reactions to an investigational product(s),
and/or to study absorption, distribution,
metabolism, and excretion of an investigational
product(s) with the object of ascertaining its
safety and/or efficacy. The terms clinical trial and

clinical study are synonymous.
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Investigational Product

A pharmaceutical form of an active ingredient or placebo
being tested or used as a reference in a
clinical trial, including a product with a marketing
authorization when used or assembled
(formulated or packaged) in a way different from the
approved form, or when used for an
unapproved indication, or when used to gain further

information about an approved use.
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Investigator

A person responsible for the conduct of the clinical trial at 
a trial site. If a trial is conducted by a team of individuals at 
a trial site, the investigator is the responsible leader of the 
team and may be called the principal investigator. 

Sub-investigator
Any individual member of the clinical trial team designated 
and supervised by the investigator at a trial site to perform 
critical trial-related procedures and/or to make important 
trial-related decisions. 
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Investigator's Brochure

A compilation of the clinical and nonclinical data on the 
investigational product(s) which is relevant to the study of 
the investigational product(s) in human subjects 
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A total of 8 titles

WA ICH GCP WS !13022020



WA ICH GCP WS !13022020



THE PRINCIPLES OF  ICH GCP

• The principles of GCP are concerned with the safety, 

rights and wellbeing of participants and the validity 

and quality of the research data.

• This guideline should be followed when generating 

clinical trial data that are intended to be submitted 

to regulatory authorities.

• There are thirteen principles in the 2016 ICH-GCP 

guidelines
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13 Key Principles of  ICH GCP

Principle 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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The Declaration of Helsinki (1964)

The DoH was first adopted in the 1964 World Medical 

Association (WMA)  General Assembly in Helsinki.

• “The well-being of the subject should take 

precedence over the interests of science and society”

• Consent should be in writing

• Use caution if participant is in dependent relationship 

with researcher

• Greater access to benefit
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35 principles
Adopted at 18th WMA General Assembly in June  1964
Amended at 64th WMA General Assembly in Oct 2013 
Published in JAMA  in Nov 2013
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A total of 35 General  Principles
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Principle 2 

Before a trial is initiated, foreseeable risks and 
inconveniences should be weighed against the 
anticipated benefit for the individual trial 
subject and society. A trial should be initiated 
and continued only if the anticipated benefits 
justify the risks. 
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Principle 3

The rights, safety and well-being of participants 

always take precedence over the interests of 

science and society.
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Principle 4 

The available nonclinical and clinical information 
on an investigational product should be adequate 
to support the proposed clinical trial. 
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Principle 5 

Clinical trials should be scientifically sound, and 
described in a clear, detailed protocol.
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Principle 6 

A trial should be conducted in compliance with the 
protocol that has received prior institutional review 
board (IRB)/independent ethics committee (IEC)
approval/favourable opinion. 
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Principle 7 

The medical care given to, and medical decisions
made on behalf of, subjects should always be
the responsibility of a qualified physician or,
when appropriate, of a qualified dentist.
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Principle 8 

Each individual involved in conducting a trial 
should be qualified by education, training, and 
experience to perform his or her respective task(s). 
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Principle 9 

Freely given informed consent should be 
obtained from every subject prior to clinical
trial participation.

•
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Principle 10

All clinical trial information should be recorded, 
handled, and stored in a way that allows its 
accurate reporting, interpretation and verification.

This principle applies to all records referenced in 
this    guideline, irrespective of the type of media 
used.
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Principle 11

The confidentiality of records that could identify 
subjects should be protected, respecting the 
privacy and confidentiality rules in accordance 
with the applicable regulatory requirement(s).
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Principle 12 

Investigational products should be manufactured, 
handled, and stored in accordance with
applicable good manufacturing practice (GMP). 
They should be used in accordance with
the approved protocol. 
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Principle 13

Systems with procedures that assure the quality of 
every aspect of the trial should be implemented.

Aspects of the trial that are essential to ensure 
human subject protection and reliability of trial 
results should be the focus of such system.

WA ICH GCP WS !13022020



ICH E6(R2) Addendum

ICH E6(R1) has been amended to encourage 
implementation of improved and more efficient 
approaches to clinical trial design, conduct, 
oversight, recording, and reporting while 
continuing to ensure human subject protection 
and reliability of trial results
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Compliance with this standard provides public
assurance that the rights, safety and
well-being of trial subjects are protected,
consistent with the principles that have their
origin in the Declaration of Helsinki, and that the
clinical trial data are credible.
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Principles of ICH GCP ( Summary )

Ethics:

1.  Ethical conduct of clinical trials

2.  Benefits justify risks

3.  Rights, safety, and well-being of subjects 

prevail

Protocol and Science:

4.   Nonclinical and clinical information supports 

the  trial

5.  Compliance with a scientifically sound, 
detailed   protocol
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Principles of ICH GCP ( Summary )

Responsibilities:

6. IRB/IEC approval prior to initiation

7. Medical care/decisions by qualified physician

8. Each individual is qualified (education, training, 
experience) to perform his/her tasks

Informed Consent:

9. Freely given from every subject prior to 
participation
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Principles of ICH GCP ( Summary )
Data Quality and Integrity:

10. Accurate reporting, interpretation, and 
verification

11. Protects confidentiality of records

Investigational Products:

12. Conform to GMP’s and used per protocol

Quality Control/Quality Assurance:

13. Systems with procedures to ensure quality of 
every aspect of the trial
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ICH GCP TRAINING WORKSHOP
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Training Workshop  on

“International Council  for  Harmonisation

Good Clinical Practice (ICH-GCP) ”

( 13 - 14 Feb 2020  )

General objective

• To strengthen good clinical research practice
among clinicians at Medical and Health related
Universities under MoHS
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Specific objectives

• To promote awareness and understanding of
the importance of good clinical practice among
clinicians in research involving human subjects

• To encourage conduct of clinical research
studies in Myanmar research culture

• To cultivate the application of GCP principles in
clinical studies conducted in Myanmar
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Expected outcomes

• The workshop will improve the clinician’s
understanding of the GCP principles, clinical
research methods, common ethical problems
in clinical research, and build the capacity of
faculty in good clinical and research practice.
Certificate of training will be provided.
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• This Training Workshop is intended primarily for

faculty members and staff engaged in research

including those supported by MoHS but is applicable

to scholarly research in general

• It seeks to provide a practical overview of the rules,

regulations, and professional practices that define

the GCP
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•The coverage in this training workshop is not 

exhaustive and leaves room for continued reading 

and discussion in the laboratory and classroom, 

at professional meetings, and in any other setting 

where faculty and researchers gather to discuss 

their work
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Conclusion

• We hope to encourage faculty, researchers and the 

academic and research institutions to make a special 

effort to understand, discuss, and teach others about 

the ICH-GCP

• This workshop should be seen as the beginning and 

not the end of learning about this important aspect 

of our professional life
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• “Coming together is a 

beginning. Keeping together 

is progress. Working together 

is success.”

Henry Ford (July 30, 1863 – April 7, 1947)
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• ICH official link and  ICH GCP E6(R2) : Guideline 
for GCP document 

• https://ich.org/page/efficacy-guidelines>

• ICH GCP online training,.

• https://globalhealthtrainingcentre.tghn.org/ich-
good-clinical-practice/>
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Thank You 
For Your Kind Attention !


