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The ICH guidelines provides the regulatory guidance for the presentation and formation of an application dossier [common technical document (CTD)] for marketing authorization across various regulatories. Apart from the administrative information, the CTD pyramid structure recommends to compile the drug-related information in three segments: Quality, Safety and Efficacy. Of these, the Efficacy segment that contains Clinical data crucial to the appraisal of the drug/product for human use is segregated into Modules 2.5, 2.7 and 5. The original clinical studies performed by the applicant and documented as a clinical study report and/or published studies related to the drug form the clinical portion of a CTD. A high-end outline of these clinical data is presented as an overview in Module 2.5, detailed summary is present in Module 2.7, and full study reports included in Module 5. Most of the times, drafting the overview and summary modules occurs either in isolation or in a chronological order, which may lead to data mismatch or poor cross-linking between modules. It is worth recognizing the source of information and its extraction to relevant sections; along with their writing order. The clinical study reports/publications typically included in Module 5 of a CTD are the base for developing Module 2.7. Data on the drug/product available in these reports should be summarized and scrutinized in detail Module 2.7 as mentioned in the regulatory guidance. Writing Module 2.7 should then follow drafting Module 2.5, as the later is essentially an overview of the clinical information summarized in Module 2.7 and presented in Module 5. Approaching the CTD pyramid structure upwards by defining the type and extent of information that should be extracted from module 5 to module 2.7, followed by the important aspects to be considered in drafting module 2.5 will be discussed.
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