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Day |
Time Topic Speaker
08.00 - 0830 | awuileu
08.30 - 08.45 naUANSUsEYY
09.00 - 09.15 Pre-Test Pravich Tanyasittisuntorn, M.D.
09.15 - 10.30 Introduction to the principles of ethics in human research | Pravich Tanyasittisuntorn, M.D.
and GCP
« Definition of “research” and “human 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)
e Overview of ICH-GCP
« Clinical trial related laws and regulations
» Disclosure of Clinical Trial
10.30 - 10.45 Coffee break
10.45 - 12.00 Introduction to the principles of ethics in human research | Pravich Tanyasittisuntorn, M.D.
and GCP (continued)
12.00 - 13.00 Lunch break
13.00 - 13.30 Investigator and sponsor ’s role and responsibilities Pravich Tanyasittisuntorn, M.D.
» Definition of “investigator” and “sponsor”
» Investigator’s role and responsibilities
» Sponsor’s role and responsibilities
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Time

Topic

Speaker

13.30 - 14.15

Essential Documents for the conduct of clinical study
« Protocol
« Case report form (CRF)
 Source document
« Investigator’s Brochure
« Subject information sheet and Informed consent form
= Other essential documents
e Filing, maintaining and archiving essential documents

Pravich Tanyasittisuntorn, M.D.

14.00 - 15.00

Institutional review board (IRB)independent ethics
committee (IEC)

« Composition and responsibilities of IRB/IEC

« Application for IRB/IEC review and approval

» Review process: exemption, expedited and full review

3P W09yt 105273

15.00 - 15.15

Coffee break

15.15 - 16.00

Lecture: Informed consent
« Definition and objectives of informed consent
« Informed consent form/patient information sheet:
essential elements of information and subjects’
comprehension
e Conduct of informed consent
- Investigator’s responsibilities
- Documentation
- Definition of impartial witness and legally
acceptable representative
« Consent renewal
« Informed consent in vulnerable subjects
Workshop: Informed consent

sA.w0. 91ty 1n521s

16.00 -16.15

Q&A
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Day Il

i TS

Topic

Speaker

08.30 - 09.00

amzilsu

09.00 - 10.30

Lecture: Safety reporting

« Purposes of safety reporting

« Safety report terms: adverse event (AE), adverse drug
reaction (ADR), severity & seriousness, expectedness
& unexpectedness

« Reporting process, timelines, and documentation

« Expedited report

« Non-expedited report

« Responsibilities of investigator/site staff, sponsor,
subjects and IRB/IEC in safety reporting

« Data safety monitoring board

Nitaya Jeanpan

10.30 - 10.45

Coffee break

10.45 - 12.00

Investigational drug handling
» Drug label
« Drug transportation
« Drug storage: storage condition and access control
« Drug accountability and documentation
Drug destruction and documentation

Nitaya Jeanpan

12:00 - 13:00

Lunch break

13:00 - 14:00

Subject recruitment, subject retention, and subject
compliance
« Subject recruitment: a crucial process and ethical
concern
« Development and implementation of recruitment
plan

Pravich Tanyasittisuntorn, M.D.
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 Time | i Topic Speaker

« Randomization and blinding process

e Subject retention plan

14:00 - 14:15 Coffee break

14:15 - 15:45 | Quality control (QC) and quality assurance (QA) in a Pravich Tanyasittisuntorn, M.D.
clinical study
« Definition and purposes of QC and QA
« Overview of monitor’s responsibilities and
monitoring activities
o Audit and inspection process and response to the
audit/inspection report
« Commmon audit findings/observations

15:45 -16:30 Ethical Considerations in social and behavioral science . "
Pravich Tanyasittisuntorn, M.D.

research

16:30 -16:40 Post Test / Q & A
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principles, laws &

regulations &

Doctor’s trial; From Nuremberg
Code to the Belmont Report;
Basic Ethical Principles and
Applications; International Codes
and Guidelines (CIOMS
International Ethical Guidelines,
Declaration of Helsinki, ICH GCP

Lecture 1.5 hr.
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\d69 (Risk& benefit
assessment and risk

minimization)
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Justification for the Use of
Control Arms; Minimize Risks
and Maximize Benefits; Minimal

Risk Category of Research

YUl
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LAy (Vulnerable
population and

special protection)

Definition of Vulnerable

Subjects; Ethical Consideration
in Designing Research Involving
Vulnerable Persons; Justice vs.

Respect for Persons

Lecture 1 hr.
Case discussion
0.5 hr.

W.0.WA U ety o

M3

anududiusainay
SnwIAUAY
(Protection of
Privacy & Breach of
contidentiality

Definition of Privacy &
confidentiality; personal
identifiable information;

protective measures

Lecture 0.5 hr.
Case discussion
0.5 hr.

FALNGY.VINING 515871
pL

ASTUIUNISVDANIY
guve (Informed

consent process)

Informed Decision Making;
Participant’s Information and
Consent Form (84 Belmont 1Ju
van); Coercion and undue
influence; waiver of ICF, waiver
of signed ICF, written vs. verbal
consent

Lecture 1.5 hr.

Case discussion
0.5 hr.

W.0.5A.85 wiilvna
W.B.HA.AVING DUUMN
30y

N15ByuIuyArAalY | Equitable selection of subjects; | Lecture 45 WA NEY. 89038 Buvla
W5V Recruitment process and mins. un

(Subject methods, e.g., advertisement;

recruitment) Payment to participate

AMTNIIUNTT Composition of IRB; its authority | Lecture 45 YN WwauIna
[FUSTINNTINBUEE | and responsibility; Exempt, mins.

NSEUIUNISHITUT | expedited and full board review

(Basic IRB procedures

regulations and

review process)
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8. 93591w3I0dluN13398 | Research misconduct and others | Lecture 45 W.a.57.8% willuna
(Responsible mins.
conduct for
research)

Q&A/ discussion 0.5 hr.

Post test 0.5 hr.
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Module 1 Introduction to ICH and WHO GCP (2 hours 45 min)

Training topics are as follows

* Understanding quality standard and key activities in a clinical research

» Definition and purposes of GCP

= GCP in the context of social and behavioral research

Principles of GCP
Key activities in clinical research

Overview of ethical principles in research involving human subject and development

of GCP

Module 2 Role and Responsibilities of the Independent Ethics Committee (IEC), Investigator

and Sponsor (2 hour)

Training topics are as follows

» Definition of investigator and sponsor

» Responsibilities of the investigator

* Responsibilities of the sponsor

» Responsibilities, composition and review process of the IEC

Module 3 Research Protocol (1 hour)

Training topics are as follows

* Elements of a research protocol

» Social and behavioral intervention fidelity

» Handling of protocol non-compliance (protocol deviation)

« Understanding quality by design

a - a o ol v - %
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«  Workshop/case study

Module 4 Informed Consent Document and Process {1 hour)
Training topics are as follows

« Informed consent process: who, when and how, and ethical considerations
« Informed consent document and essential information
» Conduct of informed consent
+  Consent renewal
« Consent in incapable subject
* Modified or waiver of informed consent
*  Workshop/case study
Module 5 Subject Recruitment and Retention (45 min)

Training topics are as follows

*  Subject recruitment planning and execution
+ Subject retention strategy

» Ethical aspects in the subject recruitment and retention

Module 6 Confidentiality and Privacy (45 min)
Training topics are as follows

« Overview of confidentiality and privacy

* Potential and privacy concerns in social and behavioral research and protection of
confidentiality and privacy

« Handling of a breach of confidentiality and privacy

Module 7 Participant Safety and AE Reporting (45 min)
Training topics are as follows

« Safety reporting and risk management in the context of social and behavioral
research

+ Definition of adverse event and serious adverse event

« Data safety and monitoring committee

+  Workshop/case study

a~ - a ‘ o -
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Module 8 Quality Control and Quality Assurance (1 hour)

Training topics are as follows

+ Overview of quality in clinical research and quality management system
+ Data quality and data integrity and data quality management plan

«  Purposes and process of quality control in clinical research

+ Purposes and process of quality assurance in clinical research

« Common quality findings

Module 9 Summary and examination test (45 min)
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nangns Good Clinical Practice dwiusiuidsaaiin

Module 1 Quality Standard & Ethical Principles in Human Research and Behavioral and

Social Sciences Research

Module 2 Introduction to ICH GCP

Module 3 Institutional review board (IRB)/independent ethics committee (IEC)
Module 4 Imformed consent

Module 5 Essential documents and document management

Module 6 Data collection and data management

Module 7 Subject recruitment, subject retention, and subject compliance

Module 8 Clinical Safety Data Management
Module 9 Investigational drug handling

Module 10  Quality control (QC) and quality assurance (QA) in clinical trial

Module 1 Quality Standard & Ethical Principles in Human Research

A. Objectives: At the end of this module, participants will be able to know and
understand the following:
1. The history of clinical research
2. The ethical principal stated in the Declaration of Helsinki and the Belmont
report
3. Drug development process
4. Discuss objectives of, and study design and methodology used in each phase
of clinical trial
5. Describe the regulatory process of drug development
B. Module’s Outline
1. Definition of research and human research /research involving human
subjects

2. Quality standard in human research

® Scientific standard: validity and reliability of researches

a - . o v - L
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® fthical standard: Belmont Report
® Respect for person (autonomy, privacy and confidentiality) and
its implication
B Beneficence and non-maleficence: how to assess risks and
benefits
® Justice and its implication
® fthical standard: Declaration of Helsinki
Clinical drug development process: objectives of pre-clinical

Studies, pre-marketing clinical trials, post-marketing clinical trials

U

Objectives and development of GCP
6. Related laws and regulations in US, EU and Thailand
C. Course Duration: 1.5 hour (s)

D. Method of Instruction: Lecture

Module 2 Introduction to ICH GCP

A. Objective: At the end of this module, participants will be able to know and
understand the following:
1. Purposes and principles of ICH GCP
2. Describe the GCP & Regulatory update in 2015
3. The role and responsibilities of the investigator, sponsor, and regulatory
authorities
B. Module’s Outline
1. Definition and principles of GCP
2. GCP & Regulatory update in 2015
3. Definition of investigator (principal investigator, sub-investigator), sponsor,
sponsor-investigator, contract research organization, (CRO), institute, and
regulatory authorities
4. Overview responsibilities of investigator
5. Overview responsibilities of sponsor
C. Course Duration: 1 hour (s)

D. Method of Instruction: Lecture

Module 3 Institutional review board (IRB)/independent ethics committee (IEC)
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A. Objective: At the end of this module, participants will be able to know and
understand the following:
1. The IRB/IEC’s composition and role/responsibilities
2. The IRB study review & approval process
3. Application for IRB/IEC approval
B. Module’s Outline
1. Composition and responsibilities of IRB/IEC
2. Application for IRB/IEC review and approval
3. Review process: exemption, expedited and full review
C. Course Duration: 0.5 hour (s)

D. Method of Instruction: Lecture

Module 4 Informed consent

A. Objective: At the end of this module, participants will be able to know and
understand the following:
1. The requirements for Informed Consent
2. How to review an Informed Consent form for compliance
3. The administration of subjects Informed Consent
4. When and how to do the consent renewal
B. Module’s Outline
1. Definition and objectives of informed consent
2. Informed consent form/patient information sheet: essential elements of
information and subjects’ comprehension
3. Conduct of informed consent
O Investigator’s responsibilities
O Documentation
O Definition of impartial witness and legally acceptable representative
4. Consent renewal
5. Informed consent in vulnerable subjects
C. Course duration: 1 hour (s)

D. Method of Instruction: Lecture

> Essential documents and document management
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A. Objective: At the end of this module, participants will be able to know and
understand the following:
1. What is the clinical trial protocol and investigator brochure of an
investigational drug
2. How to review study documents & determine compliance
3. Essentials documents management and filing at before, during, and after
completion or termination of the trial
B. Module’s Outline
1. Protocol:
2. Definition of protocol and protocol amendment
3. Protocol outlines
4. Investigator’s responsibilities and protocol compliance
5. Investigator’s brochure and equivalent document in phase 4 clinical trial
6. Filing and maintaining essential documents
C. Course Duration: 1 hour (s)

D. Method of Instruction: Lecture

Module 6 Data collection and data management

A. Objective: At the end of this module, participants will be able to:
1. Define high quality and integrity of trial data, and discuss ethical consideration
in trial data collection and analysis
2. Describe process of trial data management and quality management activities
in clinical trial
3. Review case record form (CRF) and explain the general rules in completing
the CRF
B. Module’s Outline
1. Definition of data quality and data integrity
2. Data collection and data quality control process
3. CRF completion guidelines and investigator’s responsibilities
4. Document access and source data verification (SDV)
5. Data entry, data cleaning, and data clarification process
6. Database locked and data analysis
C. Course Duration: 1 hour (s)

D. Method of Instruction: Lecture
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Module 7 Subject recruitment, subject retention, and subject compliance

A. Objective: At the end of this module, participants will be able to know and
understand the following:
1. Discuss strategy and flow of patient recruitment
2. Discuss strategic of patient retention
3. The impact of the study if no recruitment, late recruitment, and lost to follow
up
B. Module’s Outline:
1. Subject recruitment process and investigator’s responsibilities
2. How to develop and implement recruitment plan
3. Randomization and blinding process
4. Subject compliance and impacts of the non-compliance
5. Impacts of subject loss to follow-up and how to retain subjects
C. Course Duration: 0.5 hour (s)

D. Method of Instruction:

Module 8 Clinical Safety Data Mz

A. Objective: At the end of this module, participants will be able to know and
understand the following:
1. Roles of sponsor and investigator in managing adverse event and safety
report
IRB/IEC and regulatory requirements for safety reporting
Safety reporting process

Initial and follow-up serious adverse event report

AR . I

Roles of data safety monitoring board (DSMB) or independent data monitoring
committee (IDMC) and their monitoring process
B. Module’s Outline:
1. Purposes of safety reporting
2. Safety report terms: adverse event (AE), adverse drug reaction (ADR), severity
& seriousness, expectedness & unexpectedness
3. Reporting process, timelines, and documentation
® xpedited report

® Non-expedited report
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