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1 Post-registration Amendments guideline 
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2.1 CTD Table of Contents (modules 2 to 5) 

2.2 Introduction 

2.3  Quality Overall Summary - Introduction 
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2.3.P.8  Stability (name, dosage form) 

2.3.A Quality Overall Summary - Appendices 

2.3.A.1  Facilities and equipment (name, manufacturer) 

2.3.A.2  Adventitious agents safety evaluation (name, dosage form, manufacturer) 

2.3.A.3  Excipients 

2.4 Non-clinical Overview 

2.5 Clinical Overview 

2.5.1  Product Development Rationale 

2.5.2  Overview of Bio pharmaceutics 

2.5.3  Overview of Clinical Pharmacology 

2.5.4  Overview of Efficacy 

2.5.5  Overview of Safety 

2.5.6  Benefits and Risks Conclusions 

2.5.7  Literature References 

2.6 Non-clinical Written and Tabulated Summaries 

2.6.1  Introduction 

2.6.2  Pharmacology Written Summary 2 

2.6.2.1  Brief Summary 

2.6.2.2  Primary Pharmacodynamics 

2.6.2.3  Secondary Pharmacodynamics 

2.6.2.4  Safety Pharmacology 

2.6.2.5  Pharmacodynamic Medicine Interactions 

                                                
2 The CTD defines these further heading levels and navigation should be provided within the document to these 

subheadings. 
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2.6.2.6  Discussion and Conclusions 

2.6.2.7  Tables and Figures (See Appendix A) 

2.6.3  Pharmacology Tabulated Summary (See Appendix B)  

2.6.4  Pharmacokinetics Written Summary 2 

2.6.4.1  Brief Summary 

2.6.4.2  Methods of Analysis 

2.6.4.3  Absorption 

2.6.4.4  Distribution 

2.6.4.5  Metabolism (interspecies comparison) 

2.6.4.6  Excretion 

2.6.4.7  Pharmacokinetic Medicine Interactions 

2.6.4.8  Other Pharmacokinetic Studies 

2.6.4.9  Discussion and Conclusions 

2.6.4.10  Tables and Figures (See Appendix A) 

2.6.5  Pharmacokinetics Tabulated Summary (See Appendix B) 

2.6.6  Toxicology Written Summary 2 

2.6.6.1  Brief Summary 

2.6.6.2  Single-Dose Toxicity 

2.6.6.3  Repeat-Dose Toxicity (including supportive toxicokinetics evaluations) 

2.6.6.4  Genotoxicity 

2.6.6.5  Carcinogenicity (including supportive toxicokinetics evaluations) 

2.6.6.6  Reproductive and Developmental Toxicity (including range-finding studies and 

supportive toxicokinetics evaluations) 

2.6.6.7  Local Tolerance 

2.6.6.8  Other Toxicity Studies (if available) 

2.6.6.9  Discussion and Conclusions 

2.6.6.10  Tables and Figures (See Appendix A) 

2.6.7  Toxicology Tabulated Summary (See Appendix B) 

2.7 Clinical Summary 

2.7.1  Summary of Biopharmaceutical Studies and Associated Analytical Methods 3 

2.7.1.1  Background and Overview 

2.7.1.2  Summary of Results of Individual Studies 

2.7.1.3  Comparison and Analyses of Results Across Studies 

                                                
3 The CTD defines these further heading levels and navigation should be provided within the document to these 

subheadings. 
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2.7.1.4  Appendix 

2.7.2  Summary of Clinical Pharmacology Studies 3 

2.7.2.1  Background and Overview 

2.7.2.2  Summary of Results of Individual Studies 

2.7.2.3  Comparison and Analyses of Results Across Studies 

2.7.2.4  Special Studies 

2.7.2.5  Appendix 

2.7.3  Summary of Clinical Efficacy – Indication 3 

2.7.3.1  Background and Overview of Clinical Efficacy 

2.7.3.2  Summary of Results of Individual Studies 

2.7.3.3  Comparison and Analyses of Results Across Studies 

2.7.3.3.1  Study Populations 

2.7.3.3.2  Comparison of Efficacy Results of All Studies 

2.7.3.3.3  Comparison of Results in Sub-populations 

2.7.3.4  Analysis of Clinical Information Relevant to Dosing Recommendations 

2.7.3.5  Persistence of Efficacy and/or Tolerance Effects 

2.7.3.6  Appendix 

2.7.4  Summary of Clinical Safety 3 

2.7.4.1  Exposure to the Medicine 

2 7.4.1.1  Overall Safety Evaluation Plan and Narratives of Safety Studies 

2 7.4.1.2  Overall Extent of Exposure 

2 7.4.1.3  Demographic and Other Characteristics of Study Population 

2.7.4.2  Adverse Events 

2.7.4.2.1  Analysis of Adverse Events 

2.7.4.2.1.1     Common Adverse Events 

2.7.4.2.1.2     Deaths 

2.7.4.2.1.3     Other Serious Adverse Events 

2.7.4.2.1.4     Other Significant Adverse Events 

2.7.4.2.1.5     Analysis of Adverse Events by Organ System or Syndrome 

2.7.4.2.2  Narratives 

2.7.4.3  Clinical Laboratory Evaluations 

2.7.4.4  Vital Signs, Physical Findings and Other Observations related to Safety 

2.7.4.5  Safety in Special Groups and Situations 

2.7.4.5.1  Intrinsic Factors 

2.7.4.5.2  Extrinsic Factors 

2.7.4.5.3  Medicine Interactions 
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2.7.4.5.4  Use in Pregnancy and Lactation 

2.7.4.5.5  Overdose 

2.7.4.5.6  Medicine Abuse 

2.7.4.5.7  Withdrawal and Rebound 

2.7.4.5.8  Effects on Ability to Drive of Operate Machinery or Impairment of Mental Ability 

2.7.4.6  Post-marketing Data 

2.7.4.7  Appendix 

2.7.5  Literature References 

2.7.6  Synopses of Individual Studies 

Module 3 - Quality 

3.1  Table of contents of module 3 

3.2   Body of data 

3.2.S Active Pharmaceutical Ingredient (name, manufacturer)  

3.2.S.1  General information (name, manufacturer) 

3.2.S.1.1 Nomenclature (name, manufacturer) 

3.2.S.1.2 Structure (name, manufacturer) 

3.2.S.1.3 General Properties (name, manufacturer) 

3.2.S.2 Manufacture (name, manufacturer) 

3.2.S.2.1  Manufacturer(s) (name, manufacturer) 

3.2.S.2.2  Description of Manufacturing Process and Process Controls (name, manufacturer) 

3.2.S.2.3  Control of Materials (name, manufacturer) 

3.2.S.2.4  Controls of Critical Steps and Intermediates (name, manufacturer) 

3.2.S.2.5  Process Validation and/or Evaluation (name, manufacturer) 

3.2.S.2.6  Manufacturing Process Development (name, manufacturer) 

3.2.S.3 Characterisation (name, manufacturer) 

3.2.S.3.1  Elucidation of Structure and other Characteristics (name, manufacturer) 

3.2.S.3.2  Impurities (name, manufacturer) 

3.2.S.4 Control of active pharmaceutical ingredient (name, manufacturer) 

3.2.S.4.1  Specifications (name, manufacturer) 

3.2.S.4.2  Analytical Procedures (name, manufacturer) 

3.2.S.4.3  Validation of Analytical Procedures (name, manufacturer) 

3.2.S.4.4  Batch Analyses (name, manufacturer) 

3.2.S.4.5  Justification of Specification (name, manufacturer) 

3.2.S.5 Reference Standards or Materials (name, manufacturer) 
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3.2.S.6 Container Closure System (name, manufacturer) 

3.2.S.7 Stability (name, manufacturer) 

3.2.S.7.1  Stability summary and conclusions (name, manufacturer) 

3.2.S.7.2  Post approval stability protocol and stability commitment (name, manufacturer) 

3.2.S.7.3  Stability Data (name, manufacturer) 

3.2.P Pharmaceutical Product (name, dosage form) 

3.2.P.1 Description and Composition of the pharmaceutical product (name, dosage form) 

3.2.P.2 Pharmaceutical Development (name, dosage form) 

3.2.P.2.1  Components of the Pharmaceutical Product (name, dosage form) 

3.2.P.2.1.1      Active Pharmaceutical Ingredient(s) (name, dosage form) 

3.2.P.2.1.2      Excipients (name, dosage form) 

3.2.P.2.2  Final pharmaceutical product (name, dosage form) 

3.2.P.2.2.1      Formulation development (name, dosage form) 

3.2.P.2.2.2      Overages (name, dosage form) 

3.2.P.2.2.3      Physicochemical and biological properties (name, dosage form) 

3.2.P.2.3  Manufacturing process development (name, dosage form) 

3.2.P.2.4  Container closure system (name, dosage form) 

3.2.P.2.5  Microbiological attributes (name, dosage form) 

3.2.P.2.6  Compatibility (name, dosage form) 

3.2.P.3 Manufacture (name, dosage form) 

3.2.P.3.1  Manufacturer(s) (name, dosage form) 

3.2.P.3.2  Batch formula (name, dosage form) 

3.2.P.3.3  Description of manufacturing process and process controls (name, dosage form) 

3.2.P.3.4  Controls of critical steps and intermediates (name, dosage form) 

3.2.P.3.5  Process validation and/or evaluation (name, dosage form) 

3.2.P.4 Control of Inactive Pharmaceutical Ingredients (name, dosage form) 

3.2.P.4.1  Specifications (name, dosage form) 

3.2.P.4.2  Analytical procedures (name, dosage form) 

3.2.P.4.3  Validation of analytical procedures (name, dosage form) 

3.2.P.4.4  Justification of specifications (name, dosage form) 

3.2.P.4.5  Excipients of human or animal origin (name, dosage form) 

3.2.P.4.6  Novel excipients (name, dosage form) 

3.2.P.5 Control of pharmaceutical product (name, dosage form) 

3.2.P.5.1  Specification(s) (name, dosage form) 
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3.2.A.2  Adventitious agents safety evaluation (name, dosage form, manufacturer) 
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manufacturing process being applied for 

3.2.R.1.1.7 Confirmation that the test product (all strengths) was manufactured by the same 

manufacturer and site applied for 

3.2.R.1.1.8 Confirmation that the test product was manufactured with API(s) manufactured by 

the same manufacturer(s) as being applied for 

3.2.R.1.1.9 A statement whether in vivo-in vitro correlation from the data was obtained by the 

method/s used, if applicable 

3.2.R.1.1.10 References 

3.2.R.1.2. Reference product/s (local and foreign) 

3.2.R.1.3   Certificates of Analysis 

3.2.R.1.4 Pharmaceutical availability studies  

3.2.R.1.4.1 dissolution studies, data and reports  



NAM CTD Format(1) Page 13 of 15 

3.2.R.1.4.2 Other  
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3.3 Literature references 
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