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Agenda

“Good Clinical Practice (GCP) in Clinical Research:
Moving toward ICH-GCP E6 (R3)"

Sth-6th Aug 2024 at Siam Hall, 6t floor, Eastin Grand Hotel, Phayathai, Bangkok

Organized by BIOPHICS, Faculty of Tropical Medicine, Mahidol University

Monday 5t Aug 2024 - Day 1

Time Topic Speaker
08.15-08.45 | Registration
08.45-09.00 | Open Remarks and Meeting Objectives Amnat Khamsiriwatchara
Director, BIOPHICS,
Faculty of Tropical Medicine,
Mahidol University
09.00-10.00 | What's updating of Principles ICH GCP/ Prof. Jaranit Kaewkungwal
(1 hr) Role and Responsibilities of Ethics Committee Faculty of Tropical Medicine,
- Including key changes to IRB/IEC section Mahidol University
10.00-11.00 | Legal and Ethical Issues in Clinical Research Prof. Dr. Dwip Kitayaporn
(1hr) - Issues related to the research participants
- Issues related to the researcher
11.00-11.15 | Break
(15 mins) e b o T 0
11.15-12.15 | Personal Data Protection Act (PDPA) in Clinical Dr. Nawanan Theera-Ampornpunt
(1 hr) Research Faculty of Medicine, Ramathibodi
Hospital, Mahidol University
12.15-13.30 * | Lunch
(1 hr 15 mins) il Sl S
13.30-14.30 | Role and Responsibilities of Investigator Prof. Punnee Pitisuttithum
(1hr) - Including key changes to Investigator section Faculty of Tropical Medicine,
Mahidol University
14.30-14.45 | Break
(15 mins) v i il i 0 Py e
14.45-16.00 | Safety Update Reporting Dr. Pravich Tanyasittisuntorn
(1hr15mins) | - Definition of ADRs, AEs, SAEs, SUSARs, AESI MedResNet
- Timeline
- Reporting requirements
- How /To whom to be reported
16.00 - 16.15 | Summary-Q & A




Tuesday 6th Aug 2024 - Day 2

Time Topic Speaker
09.00-09.15 Recapitulation
09.15-10.15 Role and Responsibilities of Sponsor Tipaporn Pongmesa
(1hr) - Including key changes to Sponsor section Novo Nordisk Pharma (Thailand)
Ltd.
10.15-10.30 Break
(15 mins) , : R B
10.30-12.00 Quality Management approach adopted in the Pichet Kamolrungsantisuk
(1 hr 30 mins) | clinical trial report MedResNet
- Risk-Based Approach
Quality Control
- Monitoring
Quality Assurance
- Audit, Inspection
12.00-13.15 Lunch
(1 hr 15 mins) S L e B oS S
13.15-14.30 Data Governance Assoc. Prof. Saranath Lawpoolsri
(1 hr 15 mins) | - Safeguard Blinding Niyom
- Data Life Cycle Elements BIOPHICS,
» Data Acquisition & Transmission Faculty of Tropical Medicine,
» Data Capture & Records & Corrections Mahidol University/
» Metadata/Audit trails
» Data Quality Prior to Analysis
- Computerised Systems Amnat Khamsiriwatchara
» System Validation BIOPHICS,
» Data Security Faculty of Tropical Medicine,
» System Change Management Mahidol University
» User Management
» System Failure
14.30-14.45 Break
(15 mins) ! S o e LRI S R S
14.45-16.00 Management of Clinical Study Reports (CSRs) Assoc. Prof. Thundon
(1 hr 15 mins) | - Background of CSR Ngamprasertchai
- Document Preparations before writing Faculty of Tropical Medicine,
- Type of CSR (Full CSR, Supplemental CSR, Mahidol University
Abbreviated CSR, Synoptic CSR)
- Contents of a CSR
- Appendices and Essential Documents
- The Hints and Tips
16.00-16.15 Summary-Q & A
16.15-16.30 Closing Remarks and

GCP-Certificates




Agenda
“Designs and Statistical Methods for Longitudinal Studies”

7th-9th Aug 2024 at Siam Hall, 6th floor, Eastin Grand Hotel, Phayathai, Bangkok
Organized by BIOPHICS, Faculty of Tropical Medicine, Mahidol University

Wednesday 7th Aug 2024 - Day 1: Longitudinal study designs and survival analysis

Time Topic Speaker
08.30-09.00 Registration
09.00-09.10 Welcome Amnat Khamsiriwatchara
Director, BIOPHICS,
Faculty of Tropical Medicine,
Mahidol University
09.10-10.40 Cohort study designs Assoc. Prof. Saranath Lawpoolsri
(1 hr 30 mins) - Conventional cohort study Niyom
- Hybrid study: Case-Cohort, Nested Case- BIOPHICS,
Control Faculty of Tropical Medicine,
Mahidol University
10.40-11.00 Break
(20 mins) - A :
11.00-12.00 Experimental studies & Clinical Trials Assoc. Prof. Saranath Lawpoolsri
(1 hr) Niyom
BIOPHICS,
Faculty of Tropical Medicine,
Mahidol University
12.00-13.00 Lunch
(1hr) it b g g N e
13.00-14.00 Measurements in longitudinal studies Assoc. Prof. Saranath Lawpoolsri
(1 hr) - Prevalence, Niyom
- 0dds, Incidence, BIOPHICS,
- Incidence rate Faculty of Tropical Medicine,
- Hazard Mahidol University
- OR RR HR
14.00-15.00 Survival Analysis Prof. Jaranit Kaewkungwal
(1 hr) - K-Mcurve Faculty of Tropical Medicine,
- Log-rank test Mahidol University
15.00-15.15 Break
(15 mins) : : A W
15.15-16.15 Survival Analysis Prof. Jaranit Kaewkungwal
(1 hr) - Cox-regression model Faculty of Tropical Medicine,
- Time-varying model Mahidol University




Thursday 8th Aug 2024 - Day 2: Longitudinal study designs and Repeated measures analysis

Time Topic Speaker

08.30-09.00 Registration
09.00-10.30 Challenges of longitudinal data Assoc. Prof. Saranath Lawpoolsri
(1 hr 30 mins) - Sample size calculation Niyom

- Time-varying covariates BIOPHICS,

- Bias Faculty of Tropical Medicine,

- Missing data Mahidol University
10.30-10.45 Break
(15 mins) ; b Lk 4 5ed At
10.45-12.15 Introduction to GEE Assoc. Prof. Saranath Lawpoolsri
(1 hr 30 mins) - Gee model: Correlation Matrix Niyom

- Change overtime: GEE and ANCOVA BIOPHICS,

Faculty of Tropical Medicine,
Mahidol University

12.15-13:15 Lunch
(1 hr) RIS, S
13.15-14.45 GEE Linear model Prof. Jaranit Kaewkungwal
(1 hr 30 mins) - Fixed time spacing Faculty of Tropical Medicine,

- Time-varying covariate Mabhidol University
14.45-15.00 Break
(15 mins) FA LSO S e T e AN T St
15.00-16.30 GEE: other models (logistic, Poisson) Prof. Jaranit Kaewkungwal
(1 hr 30 mins) - Fixed time spacing Faculty of Tropical Medicine,

- Time-varying covariate Mahidol University




Friday 9th Aug 2024 - Day 3: Clustered and multilevel research designs and data analysis

Time Topic Speaker
08.30-09.00 Registration
09.00-10.30 Clustered data Assoc. Prof. Saranath Lawpoolsri
(1 hr 30 mins) - Clustered randomized clinical trial Niyom
- Multilevel study design ' BIOPHICS,
- Sample size calculation Faculty of Tropical Medicine,
Mahidol University
10.30-10.45 Break
(15 mins) DT
10.45-12.15 Generalized mixed model Prof. Jaranit Kaewkungwal
(1 hr 30 mins) - Mixed model VS GEE Faculty of Tropical Medicine,
- Random intercept Mahidol University
- Random slope
- Covariance
12.15-13.15 Lunch
(1hr) e
13.15-15.00 Mixed model & practice Prof. Jaranit Kaewkungwal
(1 hr 45 mins) - Linear Faculty of Tropical Medicine,
- Logistic Mahidol University
- Poisson
15.00-15.15 Break
15 mins) XrTIRE ;
15.15-16.15 Model assessment Prof. Jaranit Kaewkungwal
(1hr) - Probability & likelihood statistics Faculty of Tropical Medicine,
- AIC Mahidol University
- BIC
- Icc
16.15-16.30 Summary
Closing Remarks and

Certificates
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