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MODULE 2: COMMON TECHNICAL DOCUMENT
SUMMARIES - H
2.3.QUALITY OVERALL SUMMARY (QOS) O O
INTRODUCTION O O
2.3.5.DRUG SUBSTANCE (NAME, MANUFACTURER) O O
2.3.5S.1.General Information (name, manufacturer) O O
2.3.5.2. Manufacture (name, manufacturer) O O
2.3.5.3. Characterisation (name, manufacturer) O 0
2.3.5.4. Control of Drug Substance (hame, manufacturer) O O
2.3.S.5. Reference Standards or Materials (name,
manufacturer) o =
2.3.S.6. Container Closure System (name, manufacturer) O O
2.3.S.7. Stability (name, manufacturer) O O
2.3.P.DRUG PRODUCT (NAME, DOSAGE FORM) O O
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2.3.P.1. Description and Composition of the Drug Product (hame, dosage

form) O O

2.3.P.2. Pharmaceutical Development (name, dosage form) O O

2.3.P.3. Manufacture (name, dosage form) O O

2.3.P.4. Control of Excipients (name, dosage form) O O

2.3.P.5. Control of Drug Product (name, dosage form) O O

2.3.P.6. Reference Standards or Materials (name, dosage form) O O

2.3.P.7. Container Closure System (name, dosage form) O O

2.3.P.8. Stability (name, dosage form) O O

2.3.A. APPENDICES O O

2.3.A.1. Facilities and Equipment (name, manufacturer) O O

2.3.A.2. Adventitious Agents Safety Evaluation O O

2.3.A.3. Excipients O O

General Principles of Nonclinical Overview and Summaries O 0

2.4. NONCLINICAL OVERVIEW O O

2.6. NONCLINICAL WRITTEN AND TABULATED SUMMARIES O O

2.6.1. Introduction O O

2.6.2. Pharmacology Written Summary O O

2.6.2.1. Brief Summary O O

2.6.2.2. Primary Pharmacodynamics O O

2.6.2.3. Secondary Pharmacodynamics O O
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2.6.2.4. Safety Pharmacology O O
2.6.2.5. Pharmacodynamic Drug Interactions i O
2.6.2.6. Discussion and Conclusions O |
2.6.2.7. Tables and Figures O |
2.6.3. Pharmacology Tabulated Summary O O
2.6.4. Pharmacokinetics Written Summary O O
2.6.4.1. Brief Summary O O
2.6.4.2. Methods of Analysis O O
2.6.4.3. Absorption O O
2.6.4.4. Distribution O O
2.6.4.5 Metabolism (interspecies comparison) O O
2.6.4.6. Excretion O O
2.6.4.7. Pharmacokinetic Drug Interactions O O
2.6.4.8. Other Pharmacokinetic Studies O O
2.6.4.9. Discussion and Conclusions O 0
2.6.4.10. Tables and Figures O 0
2.6.5. Pharmacokinetics Tabulated Summary O O
2.6.6. Toxicology Written Summary O O
2.6.6.1. Brief Summary O O
2.6.6.2. Single-Dose Toxicity O O
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2.6.6.3. Repeat-Dose Toxicity (including supportive toxicokinetics

evaluations) o O

2.6.6.4. Genotoxicity i O

2.6.6.5. Carcinogenicity (including supportive toxicokinetics evaluations) O O

2.6.6.6. Reproductive and Developmental Toxicity O O

2.6.6.7. Local Tolerance O 0

2.6.6.8. Other Toxicity Studies (if available) O O

2.6.6.9. Discussion and Conclusions O 0

2.6.6.10. Tables and Figures O O

2.6.7. Toxicology Tabulated Summary O O

O O

MODULE 3 : QUALITY 0 0

3.1. TABLE OF CONTENTS OF MODULE 3 O O

3.2.BODY OF DATA O O

3.2.5.DRUG SUBSTANCE (NAME, MANUFACTURER O O

3.2.5.1. General Information (name, manufacturer) O O

3.2.5.1.1. Nomenclature (name, manufacturer) 0 0

3.2.5.1.2. Structure (name, manufacturer) O 0

3.2.5.1.3. General Properties (name, manufacturer) O O

3.2.5.2. Manufacture (hame, manufacturer) O O

3.2.5.2.1. Manufacturer(s) (name, manufacturer) O O
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3.2.5.2.2. Description of Manufacturing Process and Process
Controls(hame, manufacturer) = =
3.2.5.2.3. Control of Materials (name, manufacturer) O O
3.2.S.2.4. Controls of Critical Steps and Intermediates (name, manufacturer) O O
3.2.S.2.5. Process Validation and/or Evaluation (name, manufacturer) O O
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3.2.P. DRUG PRODUCT (NAME, DOSAGE FORM)
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3.2.P.1.Description and Composition of the Drug Product (name, dosage
form)
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3.2.P.2. Pharmaceutical Development (name, dosage form)

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

3.2.P.2.1.1. Drug Substance (name, dosage form)

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

3.2.P.2.2. Drug 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 (hame, 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 (hame, 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)
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3.2.P.3.3. Description of Manufacturing Process and Process Controls
(name, dosage form
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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)
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3.2.P.4. Control of Excipients (name, dosage form) O O

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

3.2.P.4.2. Analytical Procedures (name, dosage form) O O

3.2.P.4..3 Validation of Analytical Procedures (name, dosage form) O O

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

3.2.P.4.5. Excipients of Human or Animal Origin (name, dosage form) O O
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3.2.P.5. Control of Drug Product (hame, dosage form) O O

3.2.P.5.1. Specification(s) (name, dosage form) O O

3.2.P.5.2. Analytical Procedures (name, dosage form) O O
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3.2.P.5.4. Batch Analyses (name, dosage form) O O

3.2.P.5.5. Characterisation of Impurities (name, dosage form) O O
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3.2.A. APPENDICES O O

3.2.A.1. Facilities and Equipment (name, manufacturer

3.2.A.2. Adventitious Agents Safety Evaluation (name, dosage form,

manufacturer) = =

3.2.A.3. Excipients O O

3.2.R. REGIONAL INFORMATION O O

3.3. LITERATURE REFERENCES O O

MODULE 4: NONCLINICAL STUDY REPORTS O O

4.1. Table of Contents of Module 4 O O

4.2. Study Reports O O

4.3. Literature References O 0

APPENDIX A O O

Examples of Tables and Figures for Written Summaries O O

APPENDIX B O O

The Nonclinical Tabulated Summaries - Templates O O

APPENDIX C O O

The Nonclinical Tabulated Summaries - Examples O O

MODULE 5 : CLINICAL STUDY REPORTS O O

5.1. Table of Contents OF MODULE 5

5.2. Tabular Listing of All Clinical Studies O O

5.3. Clinical Study Reports O O
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5.3.1. Reports of Biopharmaceutic Studies O O

5.3.2. Reports of Studies Pertinent to Pharmacokinetics using Human
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5.3.3. Reports of Human Pharmacokinetic (PK) Studies O O
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