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08.00 - 0B.30 w.

08.30 - 08.45 u.

08.45 - 09.00 u.

09.00 - 10.30 u,
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Pre-Test . L o
Introduction to the ;_ﬁrin-.'lplltﬁs of ethics In human research and GCP
Imy uw Usely digyaniguns
+ Definition of “research® and “hurman research® (or research Involving
human subject”
» Quality standard in human research
- Development of the principles of ethics in human research and Good
Clinical Practice (GCP)
« Overview of ICH-GCP
. Clinical trial related laws and regulations
- Disclosure of Clinical Trial

10.30 - 10.45 u.

Coffee break

10.45 - 12.00 u.

Introduction to the principles of ethics In human research and GCP
(continued) Tny uw.Utsdy Ayydvdauns

12.00 - 13.00 u.

Lunch break

13.00 - 14.30 u.

Investigator 's role and responsibilities
1o un.Ussiy sy viguns

- Definition

- Role and responsibilities

Essential Documents for the conduct of clinical study
Ty un.Usedy dggiviauns
- Protocol
- Case report form (CRF)
- Source document
- Investigator's Brochure
+ Subject information sheet and Informed consent form
. other essential documents

- Filing, maintaining and archiving essential documents




14.30 - 14.45 u.

Coffee break

Lecture: Safety monitoring and reporting (Drugs, Nutraceuticals, Placebo)
Tne un.Useiy dgrydvdquns

- Purposes of safety reporting

. Safety report terms: adverse event (AE), adverse drug reaction (ADR),

14.45 - 16.00 u. severity & seriousness, expectedness & unexpectedness
. Reporting process, timelines, and documentation
- Expedited report
- Non-expedited report
. Responsibilities of investigator
16.00 - 16.30 W. | QBA
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08.00 - 0830 w. | savilin
Lecture: Informed consent T Wuinnsesrians19138 5 willuna
. Definition and objectives of informed consent
. Informed consent form/patient information sheet: essential elements of
information and subjects’ comprehension
. Conduct of informed consent
08.30 - 10.30 u. - Investigator’s responsibilities
- Documentation
- Definition of impartial witness and legally acceptable representative
- Consent renewal
. Informed consent in vulnerable subjects
Workshop: Informed consent
10.30 - 10.45 . Coffee break
Ethical Considerations in social and behavioral science research
1045-12008 14,4 Ruensesnamsnarsd a8 willvna
12.00 - 13.00 u. Lunch break
13.00 - 13.30 4. | WUSHIANIENIINNITSTUETTUY waziustnszununaslunssefufunisiansony
13.30 - 1430 u. %unnumﬂi CIT program
14.30 - 14.45 v, Coffee break
14.05- 1600w, | Yuneumsld CM program (vie)
16.00 - 16.30 u. Post-test / QBA
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