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Assoc.Prof.Dr. Wanlee Putsom
« Vulnerability 086-129-2524

+ Informed Consent E
-

Ko
H

Dr. Anothai Pocathikorn
Prince of Songkla University

[ ]

Asst.Prof.Dr. Napapa Aimjirakul H
Srinakharinwirot University -

« Privacy and Confidentiality
+ Conflict of Interest
« Risk and Benefit Assessment @

A

-

Col.Assoc.Prof. Nithipun Suksumek
Phramongkutklao College of Medicine

The workshop is organized by

the National Research Council of
Thailand in collaboration with Asia-
Pacific International University and
Forum for Ethical Review Committee in
Thailand (FERCIT)
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Institutional Review Board
Royal Thai Army Medical Department
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1 History and Ethical Principles

2 IRB Regulations and Review Process

3 Informed Consent

4 Methodologies in Biomedical Research

5 Recorded-Based Research

6 Genetics Research

7 Social and Behavioral Research

8 Risk and Benefit Assessment

9 Populations in Research Requiring Additional
Considerations and/or Protections (Vulnerability)
10 Research Involving Children

11 Research Involving Pregnant Women, Fetuses,

and Neonates

12Thai FDA-Regulated Research, US FDA and EU
Directive

13 Research and Thailand PDPA, HIPAA Law and
GDPR

14 Conflicts of Interest in Human Subjects
Research

Vv 1

HSP

\ ]

Good Clinical Practice Course for Clinical Trials Involving Drugs (ICH focus)
1 Overview of ICH GCP

2 Detecting and Evaluating Adverse Events

3 Reporting Serious Adverse Events in Investigations of Drugs and Biologics

Good Clinical Practice Course for Clinical Trials Involving Devices (international
focus)
®  Conducting Investigator-Initiated Clinical Investigations of Devices
® |nvestigator Obligations in FDA-Regulated Clinical Investigations of Devices

®  Managing Investigational Devices According to GCP Requirements

®  Monitoring Clinical Investigations of Devices

®*  Reporting Requirements for Clinical Investigations of Devices
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