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Time Topic Speaker

08:30 — 09:00 Register & Opening

09:00 - 10:00  Quality Standard & Ethical Principles in Human Research Pravich
® Definition of research and human research /research involving Tanyasittisuntorn, M.D,
hurman subjects
¢ Quality standard in hurnan tesearch
© Scientific standard: validity and reliability of researches
o Ethical standard: Belmont Report
® Respect for person (autonomy, privacy and confidentiality)
and its implication
® Beneficence and non-maleficence: how to assess risks and
benefits
® Justice and its implication
o Ethical standatd: Declaration of Helsinkt
¢ Clinical drug development process: objectives of pre-clinical
studies, pre-marketing clinical trials, post-marketing clinical trials
® Objectives and development of GCP
® Related laws and regulations in US, EU and Thailand

10:00 — 10:15 Coffee break

10:15-11:15  Introduction to ICH GCP Pravich
¢ Definition and principles of GCP Tanyasittisuntorn, M.D.

¢ Definition of investigator (principal investigator, subinvestigator)
sponsot, sponsor-investigator, contract research organization
(CRO), institute, and regulatory authorities

e Overview responsibilities of investigator

3

e Overview responsibilities of sponsor

11:15-12:00  Institutional review board (IRB)/independent ethics Col.Assoc.Prof: Suthee
committee {IEC) Panichkul, M.D.
e Composition and responsibilities of IRB/IEC
* Application for IRB/IEC review and approval
© Review process: exemption, expedited and full review

12:00 — 13:00 Lunch break

Coordinator : Wanlapa Weerapakorn
Wit 90 4




Time Topic Speaker

13:00 — 15:00  Lectute: Informed consent Col.Assoc.Prof. Suthee
[13:00 — 14:00] e Definition and objectives of informed consent Panichkul, M.D.
e TInformed consent form/patient information sheet: essential
elements of information and subjects’ comprehension
¢ Conduct of informed consent
o Investigator’s responsibilities
o Documentation
o Definition of impartial witness and legally acceptable
representative
e Consent renewal
¢ Informed consent in vulnerable subjects

[14:00 — 15:00] Workshop: Infotrmed consent

15:00 — 15:15 Coffee break

15:15 — 16:00 Essential documents and document management Pravich
# Protocol: Tanyasitdsuntorn, M.D.
o Definition of protacol and protocol amendment
o Protocol outlines
o Investigator’s responsibilities and protocol compliance

[}

Investigator’s brochure and equivalent document in phase 4
clinical trial

Case repott form (CRF)

Soutce docutnents and audit trail

Filing and maintaining essential documents

16:00 —16:30 Q&A

Coordinator : Wanlapa Weerapakorn
Wi 23910 4
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Time

Topic

Speaker

09:00-10:30

Quality control (QC) and quality assurance (QA) in clinical

trial

¢ Definition and purposes of QC & QA

e What difference between audit & inspections is

¢ Ovetview of monitor’s responsibilities and monitoring
activities

e Audit/inspection process and how to respond to
/inspection findings/observations

Comimon audit findings/observations

Pravich
Tanyasitisuntorn, M.D.

10:30 - 10:45

Coffee break

10:45 - 12:00

Data collection and data management
* Definition of data quality and data integrity
e Jata collection and data quality control process

0 CRF completion guidelines and investigator’s responsibilities

0 Document access and sousce data verification (SDV)
0 Data entry, data cleaning, and data clarification process
Database locked and data analysis

Pravich
Tanyasittisuntorn, M.D.

12:00 - 13:00

Lunch break

13:00 - 14:15

Lecture: Safety repotting
¢ Purposes of safety repotting
e Safety report terms: adverse event (AE), adverse drug
teaction (ADR), severity & seriousness, expectedness &
unexpectedness
¢ Reporting process, timelines, and documentation
0 Expedited report
0 Non-expedited report

¢ Responsibilities of investigator/site staff, sponsor, subjects

and IRB/TEC in safety reporting
Data safety monitoring board

Nitaya Jeanpan,
Quintiles

Coordinator : Wanlapa Weerapakorn

Win 3 30 4




Time

Topic

Speaker

14:15 — 15:00

Investigational drug handling

o Drug label

¢ Drug transportation

e Drug storage: storage condition and access conttol
e Drug accountability and documentation

¢ Drug destruction and documentation

Nitaya Jeanpan,

Quintiles

15:00 — 15:15

Coffee break

15:15 - 16:00

Subject recruitment, subject retention, and subject compliance
& Subject recruitment process and investigator’s responsibilities
e How to develop and implement recruitment plan

Randomization and blinding process

-3

Subject compliance and impacts of the non-compliance

Impacts of subject loss to follow-up and how to retain subjects

Pravich

Tanyasitdsuntorn, M.D.

16:00 —16:30

Post-test

16.30 - 17.00

Q&A

Coordinator : Wantapa Weerapakorn

win 4 90 4
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Day 1:

¢

Quality standard & ethical
principles in human
research

Introduction to ICH GCP

Institutional review board
(IRB) / independent ethics

committee

Informed consent

Day 2:

¢

Quality control (QC) and
quality assurance (QA) in
clinical trial

Data collection and data
management

Safety reporting
Investigational drug handling

Subject recruitment, subject
retention, and subject

: mplian
+ Essential documents and complance
document management /
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