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4. Letter of authorisation for communication on behalf of the applicant/MAH.
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Error! Use the Home tab to apply Doc title (Agency) to the text that you want 
to appear here.Identification of documents during validation 
 Page 2/9



1.5.1 Information for Bibliographical Applications

1.5.2 Information for Generic, ‘Hybrid’ or Bio-similar Applications

1.5.3 (Extended) Data / Market Exclusivity

1.5.4 Exceptional Circumstances

1.5.5 Conditional Marketing Authorisation

1.6 Environmental Risk Assessment

1.6.1 Non-GMO

1.6.2 GMO

1.7 Information relating to Orphan Market Exclusivity

1.7.1 Similarity

1.7.2 Market Exclusivity

1.8 Information relating to Pharmacovigilance

1.8.1 Pharmacovigilance System

1.8.2 Risk-management System

1.9 Information relating to Clinical Trials

1.10 Information relating to Paediatrics

Responses to Questions

Additional Data

Module 2 Common Technical Document Summaries

2.1 CTD Table of Contents (Module 2 – 5)

2.2 Introduction

2.3 Quality Overall Summary – Introduction COMMERCIAL CONFIDENTIAL INFORMATION NON -

RELEASABLE

2.3.S Quality Overall Summary – Drug Substance

2.3.S.1 General Information (name, manufacturer)

2.3.S.2 Manufacture (name, manufacturer)

2.3.S.3 Characterisation (name, manufacturer)

2.3.S.4 Control of Drug Substance (name, manufacturer)

2.3.S.5 Reference Standards or Materials (name, manufacturer)

2.3.S.6 Container Closure System (name, manufacturer)

2.3.S.7 Stability (name, manufacturer)

2.3.P Quality Overall Summary – Drug Product

Error! Use the Home tab to apply Doc title (Agency) to the text that you want 
to appear here.Identification of documents during validation 
 Page 3/9



2.3.P.1 Description and Composition of the Drug Product (name, dosage form)

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

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

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

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

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

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

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

2.3.R Quality Overall Summary – Regional Information

2.4 Nonclinical Overview

2.5 Clinical Overview

2.6 Nonclinical Written and Tabulated Summaries

2.6.1 Introduction

2.6.2 Pharmacology Written Summary

2.6.3 Pharmacology Tabulated Summary

2.6.4 Pharmacokinetics Written Summary

2.6.5 Pharmacokinetics Tabulated Summary

2.6.6 Toxicology Written Summary

2.6.7 Toxicology Tabulated Summary

2.7 Clinical Summaries

2.7.1 Summary of Biopharmaceutic and Associated Analytical Methods

2.7.2 Summary of Clinical Pharmacology Studies

2.7.3 Summary of Clinical Efficacy

2.7.4 Summary of Safety

2.7.5 References

2.7.6 Synopses of Individual Studies

Error! Use the Home tab to apply Doc title (Agency) to the text that you want 
to appear here.Identification of documents during validation 
 Page 4/9



Module 3 Quality (NON RELEASABLE COMMERCIAL CONFIDENTIAL 
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supportive toxicokinetics evaluations) (If modified study designs are used, the following sub-

headings should be modified accordingly.)

4.2.3.5.1 Fertility and early embryonic development

4.2.3.5.2 Embryo-fetal development

4.2.3.5.3 Prenatal and postnatal development, including maternal function

4.2.3.5.4 Studies in which the offspring (juvenile animals) are dosed and/or 
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