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CONTACTS 
For further information, please contact: 
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Registration Form 

Registration Fee: RM 800 per person 

Please complete registration form for each  

participant by 15 June 2009. 
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Please fax completed registration form to 03-55146323. A copy of 
the form with payment cheques must be sent to 
School of Medicine & Health Sciences, 
Monash University Sunway Campus,  
Jalan Lagoon Selatan, 46150 Bandar Sunway.  
 
Attn to Ms. Noor Sida Buang 

Please quote GCP Workshop as well as name(s) of participant(s) 

Note :   
Cheques/Bank Drafts are to be made payable to άaƻƴŀǎƘ ¦ƴƛǾŜǊǎƛǘȅ 
{ǳƴǿŀȅ /ŀƳǇǳǎ aŀƭŀȅǎƛŀ {ŘƴΦ .ƘŘΦέΦ To avoid disappointment, please 
register early as only LIMITED places are available. Registration fees are 
inclusive of tea breaks and lunch. 



Who Should Participate 

Clinicians, nurses and allied health professionals involved in clinical 

research  

Research Associates and Study Coordinators  

Biomedical and Research Scientists 

Statisticians and Database Managers 

Experienced Research Personnel who are interested in updating 

their knowledge on GCP  

TENTATIVE PROGRAMME 

Day 1 - 1 July 2009 

8.00 am Registration 

8.30 am Welcome address 

8.45 am Overview of ICH-GCP and Malaysian GCP 

9.30 am NIH MOH Guidelines on Clinical Trial 

10.15 am Tea Break 

10.30 am Overview of Research Ethics and the Role of the 

Ethics Committee 

11.30 am Ethical Issues in Randomized Controlled Clinical 

Trial 

12.30 pm Lunch Break 

1.30 pm Informed Consent 

2.00 pm Group Exercise 

3.00 pm /ƭƛƴƛŎŀƭ ¢Ǌƛŀƭ tǊƻǘƻŎƻƭ ϧ LƴǾŜǎǘƛƎŀǘƻǊΩǎ .ǊƻŎƘǳǊŜǎ 

4.00 pm Tea Break 

4.15 pm  Legal Aspects of Clinical Trials including Research 

Contract & Indemnity 

5.15 pm End 

PROGRAMME 

Day 2 - 2 July 2009  

8.00 am Registration 

8.30 am {ǇƻƴǎƻǊΩǎ ŀƴŘ aƻƴƛǘƻǊΩǎ wƻƭŜ ϧ  

 Responsibilties in Clinical Trials 

9.30 am LƴǾŜǎǘƛƎŀǘƻǊΩǎ ŀƴŘ {ǘǳŘȅ /ƻƻǊŘƛƴŀǘƻǊΩǎ wƻƭŜ ϧ 

 Responsibilities in Clinical Trials 

10.30 am Tea Break 

10.45 am Supply and Handling of Investigational 

 Products/Drugs Accountability and Archiving 

11.30 am Safety Monitoring & Reporting 

12.30 pm Lunch Break 

1.30 pm Group Exercise 

2.45 pm Audit & Inspection 

3.45 pm Tea Break 

4.00 pm Good Laboratory Practice 

5.00 pm  End 

 

 

 

Day 3 - 3 July 2009 

8.00 am Registration 

8.30 am Good Clinical Data Management including 

 Electronic Data Management 

9.30am Regulatory Aspect of Clinical Trials in Malaysia 

10.30 am  Tea break 

10.45 am GCP Certification Exam 

12.00 pm Lunch break 

1.00 pm End 

INTRODUCTION 

This is the first GCP workshop to be organized by Monash Uni-

versity Sunway Campus. Good Clinical Practice (GCP) is a set of 

guidelines for clinical trials drafted by an international body, the 

International Conference on Harmonisation (ICH) formed in 

1990. The aim of ICH is to provide a unified standard for pharma-

ceuticals in the EU, Japan, and the USA, to facilitate the mutual 

acceptance of clinical data by the regulatory authorities in these 

jurisdictions. The ICH-GCP guideline is 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 pro-

tected. 

 

WHY IS GCP IMPORTANT? 

Clinical Trials are crucial in the drug development process. Annu-

ally the life-science industry identifies 95,000 sites globally for 

recruitment of about 1.28 million subjects for clinical trials 

(J.Karlberg, 2008). With the globalization of clinical trials and the 

increasing number of studies being conducted in the Asia region, 

it is important that subjects enrolled in such studies are well 

protected and that the results are credible and acceptable to 

regulatory authorities globally.  Therefore, adherence to GCP is 

important. The principles established in this guidance may also 

be applied to other clinical investigations that may have an im-

pact on the safety and well being of human subjects. 

Malaysia developed its own GCP guidelines in 1999, which is 

adapted from the ICH-GCP. It is now a requirement for all inves-

tigators to undergo training in GCP leading to certification prior 

to participation in clinical trials. In this course, all participants 

who attend the course fully and pass a written examination con-

ducted by the Ministry of Health will be awarded a certificate. 

 

OBJECTIVES 

To know what is GCP (Good Clinical Practice) and the princi-

ples underlying it. 

To know the ethical, legal and regulatory issues; and the re-

sponsibilities of various stakeholders in the conduct of clinical 

trials. 

To provide information on the design and conduct of GCP 

compliant clinical trials. 

To award the Malaysian GCP Certification on successful com-

pletion of the workshop and the MCQ examination. 


