
Course contents for the proposed course

Topic: Pharmaceutical Quality Risk Management. 
1. Introduction to the Risk and Hazard.

2. Pharmaceutical Quality Risk & Causes

3. Current Rules & regulations.

4. Quality risk management tools & techniques.

5. Case Studies and Quality Audits observations.

Topic: Qualification and Validation in Pharmaceutical Production-Introduction 
1. Introduction to Pharmaceutical Qualification & validation

2.  Validation Master Plan (VMP)

3. Regulatory Insights.

4. Application of QRM in Pharma Qualification and Validation.

Topic: Pharmaceutical Equipment Qualification 
1. Understanding of the V-Model concept.

2. User requirement specifications (URS)/Functional design Specifications

3. Design Qualification (DQ)

4. Factory Acceptance Test (FAT) & Site Acceptance Test (SAT)

5. Installation (IQ), Operational (OQ) & Performance Qualification (PQ) 

6.  Preparation, Execution & Closure of the IQ, OQ & PQ protocols and Reports.

7. Deviations handling during Qualification Cycle.

8. Requalification/Life Cycle Management.
Topic: Pharmaceutical Process validation 
1. Introduction to Process validation and Regulatory Requirement.

2. Impact and importance of Critical Quality Attributes (CQAs) and Critical Process Parameters (CPPs).

3. Prospective, concurrent & retrospective process validation.

4. Preparation, Execution & Closure of the Process Validation protocols and reports.

5. Process Scale-up challenges.

6. Case Studies.

