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Common Technical Document Module 2 – CTD Summaries

This Module aims to summarise the chemical, pharmaceutical and biological data, the toxico-pharmacological data and the clinical data presented in Modules 3, 4 and 5 of the dossier for marketing authorisation, respectively and to provide the relevant expert reports.

Critical points shall be addressed and analysed. Factual summaries including formats in tabular form shall be provided. Those reports shall provide cross-references to the information contained in the main documentation presented in Module 3 (chemical, pharmaceutical and biological documentation), Module 4 (pharmacological and toxicological documentation) and Module 5 (clinical documentation).

The overviews and summaries shall be presented as described herewith:

2.1 CTD Table of contents

Module 2 shall contain a table of contents for the scientific documentation submitted in Modules 2 to 5.

2.2 Introduction

Information on the pharmacological class, mode of action and proposed clinical use of the medicinal product for which a marketing authorisation is requested shall be supplied.

2.3 Quality overall summary

A review of the information related to the chemical, pharmaceutical and biological data shall be provided in a quality overall summary.

Key critical parameters and issues related to quality aspects shall be emphasised as well as justification in cases where the relevant recommendations are not followed.

This document shall follow the format of the corresponding detailed data and reports that are presented in Module 3.

For more detailed information, reference to Notice to Applicant, Volume 2 B of The rules governing medicinal products in the European Community, Module 2, should be made.

2.4 Non-clinical overview

An integrated and critical assessment of the pharmacological, pharmaco-kinetics, and toxicological evaluation of the medicinal product in animals shall be required. Discussion and justification of the testing strategy and of deviation from guidelines shall be included.

Except for biological medicinal products, an assessment of the impurities and degradation products should be included along with their potential pharmacological and toxicological effects. The implications of any differences in the chirality, chemical form, and impurity profile between the compound used in the non-clinical studies and the product to be marketed shall be discussed.

For biological medicinal products, comparability of material used in non-clinical studies, clinical studies, and the medicinal product for marketing shall be assessed.

Any novel excipient shall be the subject of a specific safety assessment.

The characteristics of the medicinal product, as demonstrated by the non-clinical studies shall be defined and the implications of the findings for the safety of human use shall be discussed.

For more detailed information, one shall refer to Notice to Applicants, Volume 2 B of The rules governing medicinal products in the European Community, Module 2.

2.5 Clinical overview

The clinical overview is intended to provide a critical analysis of the results of clinical trials. The approach to the clinical development of the medicinal product, including critical study design, decisions related to and performance of the studies shall be presented.

A brief overview of the clinical findings, including important limitations as well as an evaluation of benefits and risks based on the conclusions of the clinical studies shall be addressed. An interpretation of the way the efficacy and safety findings support the proposed dose and target indications and an evaluation of how the summary of product characteristics and other approaches will optimise the benefits and manage the risks is required.

Efficacy or safety issues encountered in development and unresolved issues shall be explained.

For more detailed information, one shall refer to Notice to Applicants, Volume 2 B of The rules governing medicinal products in the European Community, Module 2.

2.6 Non-clinical written and tabulated summary

The results of pharmacology, pharmaco-kinetics and toxicology studies carried out in animals shall be provided as factual written and tabulated summaries which shall be presented in the following order:

1. Pharmacology Written Summary

2. Pharmacology Tabulated Summary

3. Pharmaco-kinetics Written Summary

4. Pharmaco-kinetics Tabulated Summary

5. Toxicology Written Summary

6. Toxicology Tabulated Summary.

2.7 Clinical Summary

A detailed, factual summary of the clinical information on the medicinal product shall be provided. This shall include the results of all bio-pharmaceutics studies, of clinical pharmacology studies, and of safety and efficacy studies. A synopsis of the individual studies is required. Summarised clinical information shall be presented in the following order: 

1. Summary of Bio-pharmaceutics and Associated Analytical Methods

2. Summary of Clinical Pharmacology Studies

3. Summary of Clinical Efficacy

4. Summary of Clinical Safety

5. Synopses of Individual Studies.
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