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Program Schedule

TIME TOPIC SPEAKER

8.30 —9:00 AM Registration

9:00 — 9:30 AM Pre-Test
Dr Sarala N

9.30-9.45 AM Introduction to GCP Professor and HOD of Pharmacology

SDUMC, Kolar
Dr Niveditha

9:45 — 10:30 AM GCP ICH E6 (R3) Director, Professor, Pharmacology

ESIC Medical College &
PGIMSR, Bangalore

10.30-11.15 AM

Inauguration & Coffee Break

Ethics committee

. Dr Niveditha
composition,
11.15 - 12:00 PM Responsibilities of

members .

Group Activity Dr Sneha Kulkarni
Informed consent Dr Niveditha
12:00- 1:00 PM process

Group Activity Dr Imran Khan

01.00 - 01.30 PM

LUNCH BREAK

Roles and responsibilities

of Sponsor, Investigator Dr Niveditha
01.30 -2.00 PM and Monitor
Group Activity Dr Geetha S
Protocol Deviation Dr Niveditha
2.00 - 2.30 PM o ,
Group Activity Dr Madhukiran C
Serious adverse events . .
2.30- 3.00 PM Compensation Dr Niveditha
Group Activity Mr Mohammed Khalid
Open House Discussion
3.00-3.45 PM Post Test
3.45 —4:15 PM Photo Session

Vote of Thanks and Valedictory

Good Clinical Practice (GCP) are guidelines and standards for conducting clini-
cal trials involving human subjects, established by the International Council
for Harmonisation (ICH). Adherence to GCP ensures that clinical trials are con-
ducted ethically, safely, and scientifically, facilitating development of new
medical treatments and ensuring public trust in the research process.

Objectives:
1. Explain GCP guidelines for conduct of clinical trial
2. Explain the roles and responsibilities of ethics committee members

3. Explain the importance of informed consent process
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