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OVERVIEW

GCP is a set of rules and regulations that

is provided by ICH, an international body

that regulates clinical trials involving human

subjects. It is a standard for the design, conduct,

performance, monitoring, auditing, recording,

analyses and reporting of clinical trials that

provides assurance that the

1) data and reported results are credible and
accurate, and

2) rights, integrity and confidentiality of trial
subjects are protected.

WHY GCP?

In clinical trials, the protection of the subject is
paramount especially when untested therapy is
used. There must also be assurance about the
conduct of clinical trials in terms of elimination of
cheating, fraud or accidental error. Problems of
poor study design must be avoided. Adherence
to GCP is vital otherwise, subjects participating
in the trials may be put at risk or the clinical
trial data submitted may be rejected by health
authorities and the scientific committee, if found
to be unreliable. Also, the research credibility of
the researcher and the research institution may
be damaged.

Malaysia adopted GCP in 1999, and since then
doctors are required to undergo training on GCP
leading to certification prior to participation in
clinical trials. This course is specifically designed
to meet this requirement.

OBJECTIVES

1. To understand the principles underlying
GCP and its specific rules of conduct.

2. To provide experience in the key skills
required through simulation in classroom

setting.

3. To provide some of the resources required
to desigh and to conduct GCP trial.

4. To achieve an overall understanding on how
to conduct GCP compliant clinical trial.

WHO SHOULD PARTICIPATE?

¢ Clinicians, nurses and allied health
professionals involved with research

* Research Associates and Study
Coordinators

* Biomedical and research scientists

* Statisticians and database managers

* Experienced research personnel who are
interested in updating their knowledge
regarding GCP

COURSE CONTENTS

* Overview of ICH/GCP and Malaysian GCP

e Clinical ftrials design and protocol
development

* Ethics and regulation of clinical trials
* Role of IRB/IEC

* Informed consent

* Safety monitoring and reporting

* Investigator’s responsibility (study initiation,
patient recruitment, CRF completion and
sourcedocuments, drugaccountability, role
of site coordinator, essential documents,
archiving at site)

e Working with sponsor (selection of
investigator/site, agreement including
finance

¢ Legal aspects of clinical trials including
research agreement

* Financial aspects of clinical trials
e T for clinical trial*

e GXP (good clinical data management
practice, good statistical practice, good
laboratory. practice, good documentation
practice)*

(* optional)



