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3. #ifenisiinausu
- Principles of good clinical practice in clinical study
- Study design and reszarch methodology in clinical research |
- Study design and research methodotogy in clinical research H
- Type of clinical trial: Sponsor-initiated trial vs. Investigator-initiated trial
- Primer for investigatcr-initiated trial
- Research proposal preparation
- Clinical trial registration: Essential elements for publication

- Responsibilities of ethical committee in clinical research {Initial review of protocol)

- Informed consent/assent :

- Basic Biostatistics

- Sample size calculation

- Process of sponsor-initiated trial: Roles of sponsors and investigators, site selection, study
planning, study start up and closing

- Safety report and SAZ handling: Basic definition and procedure ICH E2 documents

- Monitoring and auditing: Process of data monitoring and source data verification, audit and
inspections by regulztory authorities, National, EU, US, Japan, Latest inspection policies

- Process for trials with new medical devices

- Process for trials with new medical products

- How to submit your wark to the right journal

- How to be successful in research career - Funding for medical research and successful research
grant application

- Workshop: informed consert, Privacy & confidentiality #1

- Workshiop: informed consent; Privacy & confidentizlity 22
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Time

Wed 28 Nov 18
07-30-08:30

Topic

Registration

08.45-09.45

08.30-08.40
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clinical practice in clinical study
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10.00-11.00|Study design and research methodology in clinical research | lﬁ.ﬁﬂﬁqm un.fisug nuainuna
11.00-12.00{Study design and research methodology in cli;ical research li ﬁ.'r;mﬁqtu uﬂ.ﬁ‘mlé nna’s’uufla
20 |
13.00-13.30 ype of Linical tria Sponsor-initiated trial vs. Investigator-initiated ﬁ.uw.ﬁwﬁ a’iﬁea

trial a.wa;..'z_-s_m_:;;u Pa——
13.30-14.15 |Primer for investigator-initiated trial A.UW.BseR a3ReEULv
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14.15-14.30|Break :
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10.00-10.15
1 0._1 5— 11 _00
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12.00-13.00
13.00-14.30

Thurs 29 Nov 18

Responsibilities of ethical committee in clinical research (Initial

review of protocol)

Break

Informed consent/assent
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Basic Biostatistics

Lunch

Sample size calculation

14.30-14.45

Break

14.45-15.45

15.45-16.30

Process of sponsor-initiated trial: Roles of sponsors and

investigators, site selection, study planning, study start up and

closing

Safety report and SAE handling: Basic definition and procedure ICH

E2 documents
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Monitoring and auditing: Process of data monitoring and source

08.30-09.00 AMIYYAA LKA
data verification, audit and inspections by regulatory authorities, & 2
National, EU, US, Japan, Latest inspection policies vuté ;E_
09.00-09.30 | Process for tials with new medical devices mpivand || 8
09.30-10.00 |Process for trials with new medical products q_g_g.anﬁ'uﬁ AT 'g; i
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10.15-11.00 |How to submit your work to the right journal A.uw Seasid anéiiing o g
11.00-12.00 |How to be successful in research career - Funding for medical A.un2TAnG Iudaadng I
research and successful research grant application
12.00-13.00 |Lunch




13.00-14.00

* Workshop: informed consent ; Privacy & confidentiality #1

Room 1. : nursing outcome & case study
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Room 2. : nursing outcome & case study (vulnerable persons)
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Room 3. : nursing outcome & case study

14.15-16.00|
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Room 1 : discussion of case study

Room 2. : discussion of case study (vulnerable persons)

Room 3. : discussion of case study
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