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GOOD CLINICAL PRACTICE WORKSHOP AGENDA

Registration

Welcome address by Ms. Angeline Lim
Senior Clinical Research Manager
GleneaglesCRC Pte. Ltd, Singapore

Overview of Drug Development & Clinical Research
Prof Robert Coltrona, Dean, School of Pharmacy,
Murdoch University, Perth, Australia

Overview of ICH-GCP Guidelines
Prof Robert Coltrona, Dean, School of Pharmacy,
Murdoch University, Perth, Australia

Exercise 1: ICH-GCP Guidelines

Coffee Break

Ethics in Clinical Research and Role of Ethics Committee
Ms. Angeline Lim, Senior Clinical Research Manager,
GleneaglesCRC Pte. Ltd, Singapore

Regulatory Requirements of Clinical Trials in Indonesia
drs. Hary Wahyu

Badan Pengawas Obat dan Makanan Republik Indonesia
Networking Luncheon

Informed Consent Process

Ms. Angeline Lim, Senior Clinical Research Manager,

GleneaglesCRC Pte. Ltd, Singapore

Exercise 2: Informed Consent

Sharing of Experience : Conducting International Clinical Research in Indonesia

Prof. dr. Menaldi Rasmin, Sp.P(K), FCCP

Pulmonologist and principal investigator of WG2006/7 study

Intellectual Property and Governance by Sites
Prof Robert Coltrona, Dean, School of Pharmacy,
Murdoch University, Perth, Australia

Handling and Accountability of Clinical Trial Material

Fabiola C. R. Hutabarat, Senior Clinical Research Associate

GleneaglesCRC (Indonesia) Pte Ltd
Coffee Break

Q&A

End of Session
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Thursday 07 August 2008
0815-0830 Registration
0830-0915  Clinical Research in Indonesia
drs. Hary Wahyu
Badan Pengawas Obat dan Makanan Republik Indonesia
0915-1000  Role and Responsibilities of the Sponsor and Site Study Monitor
Mr Rodmar Pulido, Country Manager
Gleneagles Clinical Research International Pte. Ltd, Philippines
1000-1015  Coffee Break
1015-1100 Role and Responsibilities of Investigator
Ms. Angeline Lim, Senior Clinical Research Manager,
GleneaglesCRC Pte. Ltd, Singapore
1100- 1145 Exercise 3: Roles and Responsibilities
1145- 1230 Good Documentation and Archiving
Mr Rodmar Pulido, Country Manager
Gleneagles Clinical Research International Pte. Ltd, Philippines
1230-1315  Quality Assurance in Clinical Trials: Fraud and Misconduct
Mr Rodmar Pulido, Country Manager
Gleneagles Clinical Research International Pte Ltd, Philippines
1315-1400  Networking Luncheon
1400-1445  Safety Monitoring and Reporting
Ms. Angeline Lim, Senior Clinical Research Manager,
GleneaglesCRC Pte. Ltd, Singapore
1445- 1515 Q&A
1515-1530 Closing Remarks by Ms. Angeline Lim,
Senior Clinical Research Manager
GleneaglesCRC Pte. Ltd, Singapore
1530-1545  Coffee Break
1545-1700  Multiple choice question examination for certification
1700-1730  Participants Evaluation

End of Session
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PLEASE FILL IN THIS FORM WITH CAPITAL BLOCK

FIRST NAME GIVEN NAME
ADDRESS

cITY STATE

ZIP COUNTRY
PHONE FAX

EMAIL

REGISTRATION FEE
WORKSHOP

Participant from countries

Participant from Indonesia other than Indonesia

Good Clinical Practice (GCP) (2 days)

Organized by GleneaglesCRC Pte Ltd IDR 2,500,000 USD 500

*The above registration fee is inclusive of coffee breaks, lunch, GCP certification endorsed by GleneaglesCRC and
Murdoch University, Western Australia

** Accommodation and transportation are not inclusive in the registration fee and must be arranged by the participant
** Should there be any cancelation, the registration fee is non-refundable

PAYMENT METHOD
O Transfer via following account :
Citibank
Account Name : Linda Nurdewati Dr/
Santi Rahayu Dewayanti Dr
Account Number : 8009737849
Bank charges will be borne by participants

For further information, please contact gcp_respina@agleneaglescrc.com or call + 62 21 520 7739 (with
Fabiola or Deny).

Please return this form by fax to GleneaglesCRC + 62 21 520 7751 or through e-mail to
gcp_respina@gleneaglescrc.com.




