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Appendix 1. Tentative Course Outline 

Pre-online course for approximately 10 hours and in-person course for 104 hours. 

Group Course Topic Hours Remarks 

Pre-online course 10 Some areas from in-person course 

QA, QC, and GMP 
Program overview and 

introduction 
3 Introduction of GxP and Quality Management 

GLP 

Introduction & Fundamentals of GLP 

8 

Understanding basic concepts and history of GLP 
(e.g., as per OECD) 

Resources 
Organization, facilities, personnel, equipment needs 

for GLP 

Characterization Test items and systems 

Rules for Performing Studies Protocols, SOPs, etc. 

Results - Raw Data & Collection Raw data, final reporting, archival, etc. 

Quality Assurance 
Independent monitoring of research processes and 

outcomes 

Stepwise Implementation 
Planning, structuring and implementing GLP and its 

maintenance in an organization 

GMP 

Module 1 

Pharmaceutical Quality 
System 

Quality Risk Management 
Change/Deviation 

Management 
Self-Inspection & Audits 

Principles of GMP 
Product Quality Review 

14 

This module provides an overview of the key 
elements of Good Manufacturing Practice (GMP) 
and pharmaceutical quality management systems. It 
introduces Pharmaceutical Quality Systems for 
ensuring consistent product quality and compliance, 
Quality Risk Management for identifying and 
controlling potential risks, and Change/Deviation 
Management for handling changes and non-
conformances in a controlled manner. The module 
also covers Self-Inspection and Audits as tools for 
monitoring compliance and continuous 
improvement, Principles of GMP as the foundation 
of safe and reliable pharmaceutical manufacturing, 
and Product Quality Review for evaluating process 
and product performance to support continual quality 
improvement. 

Module 2 

Personnel & GDocP 
Control of Documentation 

Data Integrity 
Writing SOPs  

14 

This module focuses on personnel practices, 
documentation systems, and data reliability 
requirements essential for GMP compliance. It 
covers Personnel & Good Documentation Practices 
(GDocP) to ensure employees understand their roles 
in maintaining accurate and compliant records, 
Control of Documentation for the creation, review, 
approval, distribution, and maintenance of controlled 
documents, and Data Integrity principles to ensure 
data is accurate, complete, consistent, and reliable 
throughout its lifecycle. The module also includes 
Writing SOPs, emphasizing the preparation of clear, 
standardized, and effective procedures to support 
consistent operations and regulatory compliance. 
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Module 3 

Production & QC 
Aseptic Processing 

Contamination Control 
Good QC lab practice 
Packaging Operations 

Product Storage Handling & 
Distribution 

Handling Rejected, Returned 
& Returned material 

12 

It covers Production & QC operations to ensure 
products are consistently manufactured and tested 
according to approved standards; Aseptic Processing 
practices for maintaining sterility during 
manufacturing; and Contamination Control measures 
to prevent contamination and protect product quality. 
The module also addresses Good QC laboratory 
practices for reliable and compliant laboratory 
operations, Packaging operations to ensure correct 
labelling and packaging integrity, and Product 
storage, handling & distribution practices for 
maintaining product quality during storage and 
transportation. In addition, it includes the handling of 
Rejected and returned materials, focusing on proper 
segregation, investigation, documentation, and 
disposition to prevent unintended use and ensure 
regulatory compliance. 

MSAT 
(Manufacturing 

Science and 
Technology) 

 

MSAT: Roles, Functions, 
Challenges, 

Integrating PQS into MSAT  
Stability Establishment 

Process Validation 
Cleaning Validation 

Analytical Method Validation 
In-process Controls 

10 

This module provides an overview of MSAT roles 
and functions in supporting process efficiency, 
product quality, troubleshooting, and continuous 
improvement in pharmaceutical manufacturing. It 
covers the integration of Pharmaceutical Quality 
Systems (PQS) into MSAT activities, Stability 
Establishment for determining product shelf life, 
Process Validation for ensuring consistent 
manufacturing performance, Cleaning Validation for 
preventing contamination, and Analytical Method 
Validation for ensuring reliable testing methods. The 
module also addresses In-Process Controls used to 
monitor and maintain product quality during 
manufacturing operations. 

GCP 
Good Clinical Practice 4 GCP guidelines 

Test for certificate 2 Online test for GCP certificate 

GCLP and 
Biorepository 

GCLP guideline 
2 

What is GCLP and why it is needed 

GCLP premise and equipment Tour of IVI GCLP 

Biorepository guideline 
2 

Basic guidelines and systems in handling bio-
samples 

Biorepository system and 
equipment 

Tour of IVI Biorepository 

Biosafety 

Overview 
Principles of Biosafety 

6 

This module provides an overview of key biosafety 
and biorisk management principles for safe handling 
of biological materials in laboratory and 
manufacturing environments. It covers Principles of 
Biosafety, Biohazard Risk Assessment, and 
Biosafety Programs for identifying and controlling 
biological risks, along with the integration of 
Biosecurity into Biorisk Management to protect 
biological materials from misuse or unauthorized 
access. The module also addresses Biological 
Materials & Waste Management, Biosafety Facilities 
& Equipment, appropriate use of Personal Protective 
Equipment (PPE), and Emergency Response 
procedures for managing incidents safely and 
effectively. 

Biohazard risk assessment 

Practice 

Biosafety Program 

Biosecurity into Biorisk 
Management 

Biological Materials & 
Biological Waste Management 

Biosafety Facility & 
Equipment 

Personal protective equipment 

Emergency Response 

Exam Test (MCQ) / SOP group work 3  

Excursion Minimum three times 24 
e.g., one GCP site, 1~2 GMP sites, KDCA or 

KMFDS 

Total 104  

 


