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2.7.3. SUMMARY OF CLINICAL EFFICACY
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These written summaries should be composed mainly of text, but inclusion of tables and figures within the text body to more effectively convey certain information is acceptable. Clinical Summaries should provide a detailed, factual, and structured summary of the clinical data and should refrain from providing interpretations and conclusions. 
Consider inserting a table of contents to aid the FDA reviewer in the organization of this document, as well as tables of abbreviations used, and a table of tables and figures. Delete any sections below that do not apply to your product (i.e. don’t include empty sections).
If multiple (not closely related) indications were studied, a separate section should be provided for each. Closely related indications can be considered together. 
Background and Overview of Clinical Efficacy
This section should describe the program of controlled studies that evaluated efficacy for the indications sought. Start with a brief overview of the study design and be sure to point out any unusual or critical design elements (e.g., use of run-in periods). This overview should also include mention of study endpoints, duration, and prespecified plans for analysis of study results.
Summary of Results of Individual Studies
A tabular listing of all efficacy studies should be provided (lengthy tables can be added to the 2.7.3.6 Appendix section and cross-linked), with narrative descriptions of relevant features and outcomes of each of the individual studies that provided important efficacy data. The narrative descriptions of each study should be similar in length to an abstract for a journal article and should describe critical design features and critical results. References or links to the full report of each study should be included in the narratives.
Comparison and Analyses of Results Across Studies
Using text, figures, and tables as appropriate (see section 2.7.3.6 Appendix), the subsections of 2.7.3.3 (listed below) should summarize all available data that characterize the efficacy of the drug. This summary should include analyses of all data, irrespective of their support for the overall conclusion and should, therefore, discuss the extent to which the results of the relevant studies do or do not reinforce each other. Any major inconsistencies in the data regarding efficacy should be addressed, and any areas needing further exploration should be identified. The section will generally use two kinds of analyses: comparison of results of individual studies and analysis of data combined from various studies. Details of analyses that are too extensive to be reported in a summary document should be presented in a separate report to be placed in Module 5, section 5.3.5.3. This section should also cross-reference important evidence from section 2.7.2, such as data that support the dosage and administration section of the labeling. These data include dosage and dose interval recommended, evidence pertinent to individualization of dosage and need for modifications of dosage for specific subgroups (e.g., pediatric or geriatric subjects, subjects with hepatic or renal impairment), and data relevant to dose-response or concentration response (PK/PD) relationships. 
Study Populations
The demographic and other baseline characteristics of patients across all efficacy studies should be described. The following should be included (may be summarized as a table):
· Characteristics of the disease, prior treatment, study inclusion/exclusion criteria
· Differences in baseline characteristics of the study populations in different studies or groups of studies
· Any differences between populations included in critical efficacy analyses and the overall patient population that would be expected to receive the drug when it is marketed should be noted
· Assessment of the number of patients who dropped out of the studies, time of withdrawal and reasons for discontinuation
Comparison of Efficacy Results of all Studies
This section should compare all studies that evaluated clinical endpoints. Identify important differences in study design. Cross-study comparisons are most informative when the same endpoints were collected in each study. Factors that may have contributed to differences in outcomes should be discussed. If a meta-analysis is included in this section, make it clear whether this analysis was conducted according to a prespecified protocol or is a post hoc exercise. Details on the methods and results of the meta-analysis should be submitted in a report attached to section 5.3.5.3 of Module 5.
Comparison of Results in Subpopulations
The results of individual studies or overview analyses of efficacy in specific populations should be summarized in this section, in order to show whether claimed treatment effects are observed consistently across all relevant subpopulations. 
Analysis of Clinical Information Relevant to Dosing Recommendations
This section should provide an integrated summary and analysis of all data that pertain to the dose-response relationships of effectiveness. Relevant data from nonclinical studies, pharmacokinetic studies, and other clinical pharmacology studies may be cross-referenced, without repeating those summaries.
Persistence of Efficacy and/or Tolerance Effects
Available information on persistence of efficacy over time should be summarized using controlled studies specifically designed to collect long-term efficacy data and should be clearly distinguished from less rigorous studies (such as open extension studies).

Appendix
Use this section to include lengthy tables. Smaller tables can be embedded in the text of the appropriate sections when they enhance the readability of the document.
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