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Day |

Time Topic Speaker

08.00 - 08.30 amulau

08.30 - 09.00 nanlaniivseyu

09.00 ~ 10.30 TIN5 ue9sesTIuMsivY Mé’ﬂﬂ%aﬁi'sumﬁé’aﬁugm Wiy

ﬂgwmﬁﬁtﬁmﬁm (Histery, principles, laws & regulations &

international guidelines)

- Doctor’s trial

- From Nuremberg Code to the Belmont Report

- Basic Ethical Principles and Applications

- International Codes and Guidelines (CIOMS international
Ethical Guidelines, Declaration of Helsinki, ICH GCP Eé,
WHO GCP)

Coffee break

10.30 ~ 12.00 nizviumIvenuiussulaeldFunisuennaiwarnisidey

tnaseBuieulesensideungidisiniasens (informed consent

process)

- Informed Decision Making

- Participant’s Information and Consent Form {84
Belmont Wluwan)

- Coercion and undue influence; waiver of ICF, waiver of

signed ICF, written vs. verbal consent.

12.00 - 13.00 Lunch break

13.00 - 14.0C mstostueuliudiudnassnwia sy
Protection of Privacy & Breach of confidentiality

- Definition of Privacy & confidentiality
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personal identifiable information

protective measures

14.00 - 1{4.15 Coffee break

| & A
14.15 - 15.45 nsuseilurasslovduazamudes

Risk& benefit assessment and risk minimization

Types of Risk (physical, mental, social, legal)
Types of Benefits (direct and indirect)

the Justification for the Use of Control Arms
Minimize Risks and Maximize Benefits
Minimal Risk Category of Research

Q&A
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Time

Topic

Speaker

08.30 -

09.00

amsilou

09.00 -

09.45

wanasesssulunadgeauyaralnidninnside
The ethics of research participant recruitrnent
- Equitable selection of subjects
- Recruitment process and methods, e.g.,
advertisement
- Payment to participate

09.45 -

10.45

“

maﬁs}'luqﬂﬂaﬁan?g'uujswuw (Vulnerable population

and special protection)

- Definition of Vulnerable Subjects

- Ethical Consideration in Designing Research Involving
Vulnerable Persons

- Justice vs. Respect for Persons

10.45 -

£1.00

Coffee break:

11.00 ~

12.00

wanMsRslaTITislasanznIsuNSISEESSUATISY
IRB reviewing process

- Composition of IRB
its authority and responsibility;
Exempt, expedited and full board review
procedures, NANNMUAUNITRII, what IRB

expect

12:00 —

13:00

Lunch break
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Time Topic Speaker

13.00 -[14.30 | wuaufiin1s1deiid nisuszwgAlsimmnsanlumsidy

Respansible research conduct, Research misconduct

14.30 -|15.00 | QRA

15.00 ~|15.30 Post test
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