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Agenda

“Ethical principles in good clinical research protocols and practices”

16™-17" July 2018 at VIE Function 1 & 2, 12" floor, VIE Hotel, Bangkok

Organized by BIOPHICS, Faculty of Tropical Medicine, Mahidol University

Monday 16" July 2018
Time Topic Speaker
08.15-08.45 Registration
Amnat Khamsiriwatchara

Open Remarks and Meeting Objectives

08.45-09.00
Chief Executive Officer, BIOPHICS,
Faculty of Tropical Medicine, Mahidol
University
09.00-10.00 Regulations and guidelines for research study in Prof. Dwip Kitayaporn
(1 hr) Thailand
- 13 Key elements of GCP
- And additional elements for consideration
- Challenges in new regulations
10.00-10.20 Break
(20 mins)
10.20-11.10 Broad consent for research Assoc.Prof. Jaranit Kaewkungwal
(50 mins) - Purpose Faculty of Tropical Medicine, Mahidol
- Types of Research University
- Common rule
- Template sample
11.10-12.00 Investigator oversight of clinical trials Prof. Punnee Pitisuttithum
(50 mins) - Good and poor practices relating to the oversight of trials | Faculty of Tropical Medicine, Mahido!
- Delegation of responsibilities University
- Solving arising issues at study sites
12.00-13.15 Lunch
(1 hr 15 mins)
13.15-14.00 Working with sponsor and responsibility Taweeporn Natesumroeng
(45 mins) - Selection of Investigator/site Sanofi-Aventis (Thailand) Ltd.
- Agreement including finance
- Oversight of CROs
14.00-14.45 Management of Investigational Product Taweeporn Natesumroeng
(45 mins) - Drug supply, handling Sanofi-Aventis (Thailand) Ltd.
- Drug accountability
- Drug storage, security
- Drug destruction
14.45-15.00 Break
(15 mins)
Assoc.Prof. Jaranit Kaewkungwal

15.00-16.00
(1 hr)

Ethics in alternative clinical trial designs
- By case studies:

- Cluster randomized trials

- Adaptive designs

- Human challenges trials

Faculty of Tropical Medicine, Mahidol
University ) ‘

16.00-16.15

Summary-Q & A




Tuesday 17% July 2018

J’ Time

[ Topic

Speaker

szs-os.oo

Recapitulation

09.00-10.00
{1 hs)

Data Standard in Clinical Research
- Data collection standards needs for all of research
- CDISC Standards characterization and process:
- Clinical Data Standards Acquisition Standords
Harmonization (CDASH)
- Study Data Tabulation Model (SDTM)
- Analysis Data Model {ADaM)
- Standards for medical domains and subdomains

- Data oggregation

Asst.Prof. Saranath Lawpoolsri Niyom
Faculty of Tropical Medicine, Mahidoi
University

10.00-10.20
(20 mins)

J Break

10.20-11.00
(40 mins)

Data and Safety Monitoring

- Definition

- Data and safety monitoring basics
- When to use o DSMB

- Monitoring without a formal DSMB
- Sample items for monitoring

- Examples; monitoring by DSMB

Prof. Visanu Thamlikitkul
Faculty of Medicine, Siriraj Hospital

11.00-12.00
(1 hr)

Pharmacovigilance: Safety Reporting
~ Role/definition ADRs, SADRs, LOE

- Important/Aims

- Partnership

- What/How /To whom to be reported

Dr. Pravich Tanyasittisuntorn
MedResNet

12.00-13.15

Lunch

(1 hr 15 mins)
13.15-14.15
(1 hr)

Quality Controlled: Monitoring

- Roles and responsibilities of the monitor during periodic
visits

- Source document verification

- Case report form review and correction onsite

- Data retrieval and correction

- Document retrieval

- Monitaring plan and documentation

Pichet Kamolrungsantisuk
MedResNet

14.15-14.30

Break

(15 mins)
14.30-16.00
(1 hr 30 mins)

Quality Assurance: Audit and Inspection
- Differences between Audit and Inspection

- Preporation

- Classification &type of Notification

- Routine, For cause

- Common Finding

Pichet Kamolrungsantisuk

16.00-16.15

Summary-Q & A

MedResNet

16.15-16.30

Closing Remarks and
GCP-Certificates




Agenda

“Statistical analysis plan and practices for clinical research studies”

18"-20" July 2018 at VIE Function 1 & 2, 12th floor, VIE Hotel, Bangkok

Organized by BIOPHICS, Faculty of Tropical Medicine, Mahidol University

Wednesday 18" July 2018

Time Topic Speaker
08.15-08.45 Registration
08.45-09.00 Opening Remarks and Meeting Objectives Amnat Khamsiriwatchara

Chief Executive Officer, BIOPHICS,
Faculty of Tropical Medicine, Mahidol
University

09.00-10.15
(1 hr 15 mins)

Clinical trial designs

-Introduction

-Clinical research designs:
Intervention; Non- intervention

-Types of clinical trials:

Treatment; Prevention; Quality of life; Diagnostic

-Types of designs:
Parallel; Cross over; Factorial; Randomized;
Adaptive; Superiority; Non-Inferiority

Assoc.Prof. Jaranit Kaewkungwal
Faculty of Tropical Medicine, Mahidol
University

10.15-10.30
{15 mins})

Break

10.30-12.00

Sample size calculation for clinical trials

Asst.Prof. Saranath Lawpoolsri Niyom
Faculty of Tropical Medicine, Mahidol

(1 hr 30 mins) (Superior/Non-inferior)
-Practices University
12.00-13.15 Lunch

(1 hr 15 mins)

13.15-14.30

Randomization Process

Asst.Prof. Saranath Lawpoolsri Niyom
Faculty of Tropical Medicine, Mahidol

(1 hr 15 mins) -Practices

University
14.30- 14.45 Break
(15 mins)

14.45-16.00
{1 hr 15 mins)

Statistical considerations in clinical trials
-Interim & Final Analysis

-Study endpoints

-Handling missing data & outliers

Assoc.Prof. Jaranit Kaewkungwal
Faculty of Tropical Medicine, Mahidol
University

16.00-16.15

Summary-Q & A




Thursday 19" July 2018

Time Topic Speaker
08.45-09.00 Recapitulation
09.00-10.00 Statistical analysis plan (SAP) Asst.Prof. Saranath Lawpoolsri Niyom
(1 hr) -Practices Faculty of Tropical Medicine, Mahidol
University
10.00-10.30 Analysis of baseline characteristics (i) Asst.Prof. Saranath Lawpoolsri Niyom
(30 mins) -Practices Faculty of Tropical Medicine, Mahidol
University
10.30-10.45 Break
(15 mins)
10.45-12.00 Analysis of baseline characteristics (11) Asst.Prof. Saranath Lawpoolsri Niyom

(1 hr 15 mins)

-Practices

Faculty of Tropical Medicine, Mahidol
University

12.00- 13.15 Lunch

(1 hr 15 mins)

13.15-14.30 Analysis of Immunogenicity Outcome {1 Assoc.Prof. Jaranit Kaewkungwal

(1 hr 15 mins) -Practices Faculty of Tropical Medicine, Mahidol
University

14.30-14.45 | Break ]

(15 mins)

14.45-16.00 Analysis of Immunogenicity Outcome () Assoc.Prof. Jaranit Kaewkungwal

(1 hr 15 mins)

-Practices

Faculty of Tropical Medicine, Mahidol
University

16.00-16.15

Summary-Q & A




Friday 20" July 2018

Time Topic Speaker
08.45-09.00 Recapitulation
09.00-10.30 Analysis of Adverse Event Asst.Prof. Saranath Lawpoolsri Niyom
(1 hr 30 mins) -Practices Faculty of Tropical Medicine, Mahidol
University
10.30- 10.45 Break
(15 mins)
10.45-12.00 Analysis of Continuous Outcome Asst.Prof. Saranath Lawpoolsri Niyom

(1 hr 15 mins)

-Practices

Faculty of Tropical Medicine, Mahidol
University

12.00-13.15
(1 hr 15 mins)

Lunch

13.15-14.30
(1 hr 15 mins)

Analysis of Categorical Outcome
-Practices

Assoc.Prof. Jaranit Kaewkungwal
Faculty of Tropical Medicine, Mahidol
University

14.30- 14.45 Break
(15 mins)
14.45-16.00 Analysis of Time-to-Event Outcome Assoc.Prof. Jaranit Kaewkungwal

(1 hr 15 mins)

-Practices

Faculty of Tropical Medicine, Mahidol
University

16.00- 16.15

Summary-Q & A

16.15-16.30

Closing Remarks and
Statistics-Certificates

Remark: Practices using STATA Program
Participants will must bring own laptop and install the STATA Version 14 (Free Trial).

The staff of organizer will send a link to register and download program free trial before the
training.
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