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(Ethical Principles and Human Subject Protection Course)
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(History of Research Ethics, Principles of Research Ethics, Laws and Regulations)
Doctor’s trial; From Nuremberg Code to Belmont Report; Research vs. Practices; Basic
OXR.00 - ®o.no U. ; oo I ; bt 3 ;
Ethical Principles and Applications; International Codes and Guidelines with Emphasis
on the Use of WHO Operational Guideline for ERC and ICH GCP; Thai Laws, Codes

and Guideline
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(Risk/Benefit Assessment)

Types of Risk (physical, mental, social, economical); Types of Benefits (direct and
®0.€€ - @w.co U. | " . . ;g . o 210
indirect); the Justification for the Use of Control Arms; Minimize Risks and Maximize
Benefits; Minimal Risk Category of Research; How to Write Ethical Consideration in

a Protocol
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(Ethical Consideration in Social Studies and informed consent process)

Ethical Consideration in Social Science Research, Behavioral Research (Qualitative
and Quantitative research). Participant’s information sheet and & consent form,

recruitment, coercion and undue inducement
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(Role and responsibility of ethics committee)

Definition of ethics committee, Type of ethics committee, Purpose of ethics
committee, Constitution of ethics committee, Role of ethics committee,
Responsibility of ethics committee
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(Responsibility of Investigators (including Post Review Process)
Post-approval Process; Adverse Event Reports; Amendments; Report of Protocol
Deviation; Progress Report; Close Study Report
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(Recognition of ethics committee)

National and International Recognition of ethics committee, SIDCER recognition, 5
SIDCER criteria, SIDCER checklist for membership file, SOP, interview, board meeting,
minute, and office
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(Research among Vulnerable Population / Privacy -Confidentiality and Conflict
of Interest Issue)

Definition of Vulnerable Subjects; Ethical Consideration in Designing Research
Involving Vulnerable Persons; Justice vs. Respect for Persons; Respect for privacy and
Confidentiality, Types of Conflict of Interest and How to Manage COI of ECs and
investigators;
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