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213N (DAY ONE)

(%

FIMWINITVBIVILSITNNIITIVY LALHANDILSIINIVYNWFIH(60 W11)

Doctor’s trial; From Nuremberg Code to Belmont Report; Research vs. Practices;
Basic 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.

UNUIN HATRWBINVDIAILNIINNITIIUSITNNITIVY @'u'%m‘s %NV uaz@’aﬁuauums

398 Tun1sinilasararaaias (90 wif)

Role and Responsibility of EC, administrator, investigators and sponsors in
protecting research participants; Establishing an EC and Reviewing Mechanism,;
Support of EC operation; Investigator’s compliance; Good Research Practice;
Sponsor’s responsibility.

ns:m%mﬁ%’amuwé’nmwLmiw‘luqﬂﬂa (90 w1)

Informed Decision Making; Participant’s Information and Consent Form; Participant
Recruitment; Coercion and Undue Inducement; Respect for privacy and
Confidentiality

n1539ulunansaniauazilsizus (60 wif)

Definition of Vulnerable Subjects; Ethical Consideration in Designing Research
Involving Vulnerable Persons; Justice vs. Respect for Persons

aﬁlli'lsl‘mj NIMANBILNYINY (a) Informed consent; (b) Privacy and Confidentiality

Discussion of Case study (Cases provided in the morning)
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Types of Risk (physical, mental, social, economical); Types of Benefits (direct and
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

>

n15UANARAaINIITUIaIlATINITIVY (60 W)

Post-approval Process; Adverse Event Reports; Amendments; Report of Protocol
Deviation; Progress Report; Close Study Report

2385338N1TIVYNWAIMFIANAIENS (60 U11)

Ethical Consideration in Social Science Research, Behavioral Research and
Epidemiological Research
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Group Discussion of Case study (Cases provided in the morning)
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Ethics on Special Issues; Specimen Storage; Genetics Study, etc.

uailszlarunudawiazannilszngaNsauni193rIn13 (60 win)

Types of Conflict of Interest and How to Manage COI of ECs and investigators;
Scientific Misconduct (Plagiarism, Falsification and Fabrication)
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