
 
 

  

QQUUAALLIITTYY  AASSSSUURRAANNCCEE  CCOONNCCEEPPTTSS  

TTRRAAIINNIINNGG  MMAANNUUAALL   
  

CCOONNTTEENNTTSS  

  
CCHHAAPPTTEERR  AA::  QQUUAALLIITTYY  PPHHIILLOOSSOOPPHHYY          

 

A.1 Quality  

A.2 Quality Management System 

A.3 Quality Assurance 

A.3.1 Quality Assurance to Quality Management 

A.3.2 Quality Assurance Position in Company 

A.3.3 Quality Assurance Function in Company 

A.3.4 Responsibility of Quality Assurance 

A.3.5 Tasks of Quality Assurance 

A.4 Good Manufacturing Practices 

 A.4.1 Basic GMP Requirements 

A.5 Quality Control 

 A.5.1 Quality Control Department Adequate Resources 

 A.5.2 The objects of the activities 

 A.5.3 Basic QC Requirements 

 

CCHHAAPPTTEERR  BB::  FFUUNNCCTTIIOONNSS  OOFF  QQAA  

 

B.1 Introduction 

B.2 Regulatory related 

B.2.1  Site Master File 

B.2.2 GMP Check List 

B.2.3 Updating on regulations 

B.2.4 Collect Reference Standards & Books 

B.2.5 Supervise Recall, Rejection, Disposal 

B.2.6 Attend Inspection, Compliance Report 

B.2.7  Review of Non-conforming Report 

B.2.8 Corrective & Preventive Actions 

B.2.9 Recall Procedure  

B.3 Customer related 

B.3.1 Contract Review 



 
 

B.3.2 Customer Complaints & Failure Investigation 

B.4 Standards Related 

B.4.1 Specifications 

B.4.2 Quality Plans, Sampling Plan 

B.4.3    Vendor Selection & Assessment 

B.5 Approvals/Certification related 

B.5.1 Quality Management System 

B.5.2 Act as Management Representative  

B.5.3 QA Proc., SOP, Guidance, Formats  

B.5.4 Documentation  

B.5.5 Document Distribution System 

B.5.6 Document Change Control 

B.5.7 Attend Technical Consultants 

B.5.8 Validation & Qualification Protocol  

B.5.9 Stability Protocol 

 

B.6 Operations related 

B.6.1 Training Programme 

B.6.2 On-job Training  

B.6.3 Batch Release 

B.6.4 Environment Monitoring Guidelines 

B.6.5 Labeling of RM/Product for hold 

B.6.6 Material Review Board meeting 

B.6.7 Deviation Control 

B.6.8 Self Inspection 

 

CCHHAAPPTTEERR  CC::  RREEGGUULLAATTOORRYY  AAFFFFAAIIRRSS  

 

C.1 Regulatory Affairs: Introduction 

C.2 Legal & Regulatory Environments 

C.3 Personnel in Regulatory Affairs 

C.4 Documentation in Regulatory Affairs 

C.5 Drug Development 

C.6 Type of Submissions by Regulatory Affairs 

C.7 Regulatory Affairs Role 

 

CCHHAAPPTTEERR  DD::  GGOOOODD  MMAANNUUFFAACCTTUURRIINNGG  PPRRAACCTTIICCEESS  

 

D.1 Good Manufacturing Practices  

 D.1.1 Some important dates in GMP 



 
 

D.2 Schedule M, Drugs & Cosmetic Act 1940 & Rules 1945 (INDIA) 

D.3 WHO GMP 

 D.3.1 Technical Report Series 908 

 D.3.2 Technical Report Series 929 

 D.3.3 Technical Report Series 937 

D.4 US FDA: GMP 

 D.4.1 cGMP Regulation for Medical Devices 

 D.4.2 cGMP Regulation for Drugs 

D.5 TGA-GMP, AUSTRALIA 

D.5.1 Responsibility of sponsors and applicants for inclusion of a medical device 

in the ARTG 

D.6 MHRA-GMP, UK 

 D.6.1 Medicines & medical device regulation: What you need to know 

D.7 European GMP 

 D.7.1 Directives for Drugs 

 D.7.2 Contents of Eudralex – Volume 4: GMP Guidelines for Drugs 

 D.7.3 EU Directives for Medical Device 

D.7.3.1 Basic Requirements 

D.7.3.2 Essential Requirements 

D.7.3.3 Third Party Assessment 

D.7.3.4 Manufacturer’s Responsibility 

D.7.3.5 CE Marking 

D.7.3.6 Obligation to Report 

D.7.3.7 Custom made Devices 

D.7.3.8 Devices for Clinical Investigation 

D.7.3.9 Devices already put into service 

D.7.3.10 In-House Manufacturing Devices 

 

CCHHAAPPTTEERR  EE::  TTRRAAIINNIINNGG  BBYY  QQAA  

 

E.1 Training Introduction 

E.2 Quality Management System: ISO 9001 

E.3 Aspects of GMP 

E.4 Drugs Regulation 

E.5 Products & Customer 

E.6 Standards/Specifications 

E.7 Hygiene & Sanitation 

E.8 Internal Audit 

E.9 Customer Complaint/Recall 

E.10 Corrective & Preventive Action 



 
 

E.11 New Products/Developments 

E.12 How to Handle External Audit  

E.13 Validation & Qualification 

E.14 Stability Study 

  

CCHHAAPPTTEERR  FF::  DDOOCCUUMMEENNTTAATTIIOONN    

 

F.1 Introduction 

F.2 Requirements of the EU GMP Guideline 

F.3    Formation and Organization of Documents 

F.3.1 Documents Pyramid 

F.3.2 Life Cycle of a Document 

F.3.3 Compilation and Changes 

F.3.4 Training 

F.3.5 Inspection 

F.3.6 Invalidation 

F.3.7 Archiving 

F.3.8 Review 

F.3.9 Changes 

F.3.10 Withdrawing an Operating Procedure 

F.3.11 Administration 

F.3.12  Status Identification 

F.3.13 Distribution 

F.3.14 Integration 

F.3.15  Use of Computerized Systems 

F.3.16 Archiving 

F.4 Annual Product Review 

F.4.1 Documents Required for Apr 

F.4.2 Apr Report 

F.4.3 Contents of Apr Report 

F.4.4  Cover Sheet of Apr Report 

  

CCHHAAPPTTEERR  GG::  SSTTAANNDDAARRDD  OOPPEERRAATTIINNGG  PPRROOCCEEDDUURREESS  &&  SSTTAANNDDAARRDD  TTEESSTTIINNGG  

PPRROOCCEEDDUURREESS  

 

G.1 Standard Operating Procedure 

G.1.1 Compilation 

G.1.2 Design and Format 

G.1.3 Identification 

G.1.4 Approval & Implementation 



 
 

G.1.5 Training 

G.1.6 Usage 

G.1.7 Review & Changes 

G.1.8 Withdrawing an Operating Procedure 

G.1.9 Administration 

G.1.10 Status Identification 

G.1.11 Distribution 

G.1.12 Archiving 

G.2 Standard Testing Procedures 

G.2.1 STP System Overview 

G.2.2 Readability 

G.2.3 Usability and Traceability 

G.2.4 Understanding 

G.2.5 Responsibility 

G.2.6 Change Control 

G.2.7 Centralized Organization 

G.2.8 Availability 

G.2.9 Archiving 

 

CCHHAAPPTTEERR  HH::  SSPPEECCIIFFIICCAATTIIOONNSS  &&  QQUUAALLIITTYY  PPLLAANNSS  

 

H.1 Specification 

H.1.1  Content of a Specification  

H.1.2 Process Capability Considerations 

H.1.3 Food and Drugs Specifications 

H.2 Quality Plans 

H.2.1 Raw Materials 

H.2.2 Consumable Items 

H.2.3 Packaging Material 

H.2.3 In-Process 

H.2.4 Finished Goods 

H.3 Parametric Release 

 H.3.1 Sterile Products 

H.4 Out of Specification 

 H.4.1 Steps for consideration in OOS situation 

 H.4.2 Example for handling of an OOS result 

 H.4.3 Trend Tracking 

 

 

 



 
 

CCHHAAPPTTEERR  II::  SSTTAATTIISSTTIICCSS  

 

I.1 Preliminary Statistics: Introduction 

I.1.1 Sample (Statistics) 

I.1.2 Statistical Sampling Procedures 

I.2 Statistical Process Control 

I.3 Acceptable Quality Level 

I.3.1 Control Charts 

I.3.2 Performance of Control Charts 

I.4 Standard Deviation 

I.4.1 A Simple Example 

I.4.2 Interpretation and Application 

 

CCHHAAPPTTEERR  JJ::  CCAALLIIBBRRAATTIIOONN  

 

J.1 Calibration: Introduction 

 J.1.1 Definition 

 J.1.2 Procedures 

 J.1.3 Documentation 

 J.1.4 Calibration Schedule 

J.2 Calibration in the lab 

  J.2.1 Persons 

  J.2.2 Instruments 

  J.2.3 Working 

  J.2.4 Calibration Instructions & Record 

  J.2.5 Test Intervals, Test Points & Test Instructions 

J.3 Examples 

  J.3.1 Balance 

   J.3.1.1 Balance Calibration Type 

    J.3.1.2 Control Weight by Balance Type 

J.4 Decision 

  J.4.1 Requirements, Tolerance, Specifications 

  J.4.2 Equipment Release 

  J.4.3 Out of Calibration 

  J.4.4 Calibration Records 

 

CCHHAAPPTTEERR  KK::  VVAALLIIDDAATTIIOONN  &&  QQUUAALLIIFFIICCAATTIIOONN  

 

K.1 Validation & Qualification: Introduction 

K.1.1    Qualification and Validation Work  



 
 

K.2 Validation Master Plan 

K.2.1 Process Validation  

 K.2.2 Critical Factors or Parameters 

 K.2.3 Setting Limits 

 K.2.4 Process Variation 

K.2.5 Change Control 

K.2.6 Finalization of the Validation Process 

K.2.7   Validation Protocol 

K.2.8 Validation Report 

K.3   Cleaning Validation 

K.3.1  Why Cleaning Validation Is So Important 

K.3.2  Cleaning Validation Protocol: 

K.3.3  Results and Reports 

K.3.4  Personnel 

K.3.5   Swab Samples 

K.3.6  Rinse Samples 

K.3.7  Analytical Method 

K.3.8   Setting Limits 

K.3.9     Other Issues 

K.3.10   Conclusion 

K.4    Qualification 

K.4.1  Documentation of the Qualification 

K.4.2  Design Qualification (DQ) 

 K.4.2.1   Contents of the Design Qualification (DQ) 

K.4.3    Installation Qualification (IQ) 

K.4.4    Operational Qualification (OQ) 

K.4.5    Performance Qualification (PQ) 

K.4.5    Qualification of Established Facilities 

K.4.6    Requalification 

K.4.7    Qualification Master Plan 

K.4.8    Qualification Protocol 

K.4.9    Qualification Report 

K.4.10 Labeling of the Qualification Status 

 

CCHHAAPPTTEERR  LL::  IINNTTEERRNNAALL  AAUUDDIITT  &&  SSEELLFF  IINNSSPPEECCTTIIOONN,,  CCOOMMPPLLIIAANNCCEE  

RREEPPOORRTTIINNGG  

L.1 Self Inspection & Quality Audit 

L.2 Audit Team 

L.3 Holding Your Temper 



 
 

L.4 Preparing for the Exit Meeting 

L.5 Audit Report 

 

CCHHAAPPTTEERR  MM::    CCOOMMPPLLAAIINNTT  HHAANNDDLLIINNGG  &&  PPRROODDUUCCTT  RREECCAALLLL  

 

M.1     Complaints: Introduction 

M.1.1 Processing of Complaints 

M.1.2 Responsibilities 

M.1.3 Compilation of a SOP 

M.1.4 Complaints Handling Process 

M.1.4.1 Receipt of the Complaint 

M.1.4.2 Actions by QA 

M.2     Product Recall 

M.2.1    Initiation of a Recall 

 M.2.1.1     Firm Initiated Recall 

 M.2.1.2     FDA Requested Recall 

 M.2.1.3     FDA Ordered Recall 

 M.2.1.4     Public Warning 

 

 


